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WEDNESDAY,  NOVEMBER  10,  1993 

House  of  Representatives, 
Subcommittee  on  Regulation,  Business 

Opportunities,  and  Technology, 

Committee  on  Small  Business, 

Washington,  DC. 

The  subcommittee  met,  pursuant  to  notice,  at  9:43  a.m.,  in  room 
1310-A,  Longworth  House  Office  Building,  Hon.  Ron  Wyden  (chair- 
man of  the  subcommittee)  presiding. 

Chairman  Wyden.  The  subcommittee  will  come  to  order. 

Today  the  Subcommittee  on  Regulation,  Business  Opportunities, 
and  Technology  continues  its  3-year-long  inquiry  into  the  pricing  of 
drugs  developed  in  whole  or  in  part  through  taxpayer-subsidized  re- 
search. Our  focus  will  be  the  commercialization  of  the  device  Nor- 
plant, an  implantable  contraceptive  product  involving  technological 
development  that  has  been  significantly  supported  by  the  Federal 
Government  and  by  tax-exempt  Foundations.  It  is  marketed  in  the 
United  States  by  Wyeth-Ayerst  Laboratories. 

Presently,  Norplant  is  priced  in  many  countries  around  the 
world  at  $23  per  unit.  These  sales  are  underwritten  by  the  U.S. 
taxpayer  who  subsidizes  international  family  planning  efforts 
through  the  foreign  aid  program.  Meanwhile,  in  the  United  States 
from  Portland,  Oregon,  to  Portland,  Maine,  the  market  price  for 
Norplant  is  $365. 

Bringing  drugs  to  market  is  a  risky  business,  and  our  companies 
deserve  to  make  a  reasonable  profit.  Yet  it  is  one  matter  when  pri- 
vate companies  shoulder  the  bulk  of  the  risk  in  the  free  enterprise 
system;  it  is  quite  another  when  the  U.S.  taxpayer  does  much  of 
the  heavy  lifting. 

In  the  chair's  view,  Federal  taxpayers  bought  and  paid  for  a  sig- 
nificant portion  of  Norplant's  development.  While  Wyeth  allowed 
experimentation  with  Norplant's  long  available  patented  ingredi- 
ent, the  Agency  for  International  Development  and  the  tax-exempt 
Population  Council  fronted  all  of  the  remaining  research  and  Gov- 
ernment approval  costs  over  the  product's  25-year  development 
chronology. 

(1) 


U.S.  drug  development  policies  have  contributed  to  the  creation 
of  a  Norplant  pricing  system  which  ought  to  outrage  every  taxpay- 
er in  America.  U.S.  foreign  aid  dollars  provide  hundreds  of  thou- 
sands of  Norplant  devices  to  the  poor  worldwide,  but  citizens  in 
half  our  States  cannot  get  Norplant  through  Planned  Parenthood 
or  other  clinics  simply  because  the  drug  is  too  expensive. 

While  thousands  of  our  Nation's  working  poor  now  have  their 
contraceptive  choices  severely  restricted  every  day,  the  Agency  for 
International  Development  used  U.S.  tax  dollars  to  purchase  $4.5 
million  worth  of  this  device  for  the  Third  World  in  the  last  fiscal 
year.  Quite  correctly.  Dr.  Allan  Rosenfield,  dean  of  the  School  of 
Public  Health  at  Columbia  University,  calls  this  pricing  structure 
unconscionable. 

It  is  worth  noting  that  American  Home  Products,  Wyeth's  parent 
company,  had  sales  last  year  of  $7.9  billion  with  net  income  of  $1.5 
billion.  Despite  the  taxpayers'  crucial  investment  in  this  device,  the 
company  has  declined  to  give  the  subcommittee  information  on 
Norplant  sales  or  the  drug's  distribution  costs.  However,  estimates 
by  subcommittee  staff  indicate  that  3  years  of  unbridled  pricing  by 
the  distributors  has  culminated  in  hundreds  of  millions  in  U.S. 
sales  including  almost  $270  million  in  Norplant  revenues  during 
the  last  2  years. 

At  present,  Norplant  is  approved  for  reimbursement  in  each  of 
the  50  State  Medicaid  Programs,  but  we  have  been  told  that  at  any 
given  time  only  about  half  of  our  States  can  afford  to  stock  Nor- 
plant because  the  price  is  so  high.  As  we  will  hear  today,  Norplant 
is  simply  too  costly  for  many  working  Americans.  In  addition  to 
the  device  price  of  $365,  patients  must  also  by  $150  for  surgically 
implanting  the  drug,  and  $200  more  when  the  device  is  surgically 
removed,  creating  a  total  package  cost  of  $700. 

Subcommittee  staff  have  been  told  that  the  drug  manufacturers' 
break-even  point  may  be  as  little  as  $16  per  device. 

Today  the  subcommittee  will  hear  testimony  from  Wyeth  describ- 
ing some  of  the  problems  and  hazards,  financial  and  otherwise,  of 
being  in  the  contraceptive  device  industry.  Drug  development  un- 
questionably is  a  risky  business.  I  have  supported  product  liability 
reform,  research  and  development  tax  credits,  and  a  capital  gains 
differential  as  specific  incentives  to  help  high-risk  technology  de- 
velopment industries. 

But  there  is  a  difference  between  supporting  pharmaceutical 
business  and  selling  out  the  U.S.  consumer.  In  Norplant's  case,  tax- 
payers subsidized  basic  research  through  federally  supported  labs, 
paid  for  the  lion's  share  of  the  approval  processed  at  the  Food  and 
Drug  Administration,  and  continue  to  underwrite  worldwide  sales 
of  the  product  through  foreign  aid  and  domestic  sales  of  the  device 
through  federally-supported  family  planning  clinics.  This  massive 
taxpayer  investment  ought  to  be  reflected  in  a  better  deal  for  the 
U.S.  consumer.  The  system  for  pricing  Norplant  should  be  changed. 

First,  every  woman  in  America  should  be  able  to  purchase  Nor- 
plant for  a  more  reasonable  price,  given  the  taxpayers'  contribu- 
tion to  the  product's  development. 

Second,  patients  at  nonprofit  publicly-supported  clinics  ought  to 
have  a  device  at  a  public  sector  or  discount  price.  This  sort  of  pric- 


ing  schedule  is  commonly  used  for  oral  contraceptives  and  intra- 
uterine devices. 

How  great  a  difference  can  a  public  sector  price  create?  The 
Copper  T.  380 A  lUD  has  an  open  market  price  of  $160,  but  the  pop- 
ular lUD  public  sector's  price  is  only  $85. 

The  Norplant  case  is  especially  relevant  because  Congress  is  now 
working  on  national  health  care  reform  legislation.  A  special  focus 
of  this  legislation  must  be  the  reasonable  pricing  of  drugs  that  are 
developed  with  taxpayer  support.  We  must  ensure  that  small  tech- 
nology hungry  firms  have  fair  access  to  publicly-funded  technology. 
The  Norplant  case  suggests  that  the  system  today  works  very  well 
for  large,  multinational  companies  looking  for  a  cash  cow  and  not 
so  well  for  the  U.S.  consumer  and  small  companies. 

Lobbyists  for  several  of  the  health  care  industries  are  arguing  for 
the  maintenance  of  the  status  quo.  They  contend  that  reform  will 
reduce  consumer  choice.  Our  investigation  of  the  Norplant  case  in- 
dicates that  consumer  choices  are  already  too  narrow.  Clearly,  the 
defenders  of  the  status  quo  have  helped  to  ensure  this  through  ex- 
cessive pricing. 

[Chairman  Wyden's  statement  may  be  found  in  the  appendix.] 
Chairman  Wyden.  The  chair  looks  forward  to  hearing  our  wit- 
nesses, our  thanks  goes  to  all  of  them  for  their  cooperation,  and  I 
want  to  take  special  note  of  the  contributions  of  our  ranking  Re- 
publican, Mr.  Combest,  we  have  always  approached  these  issues  in 
a  nonpartisan  fashion,  and  I  thank  him  for  his  cooperation,  and 
welcome  his  opening  statement. 

Mr.  Combest.  Thank  you,  Mr.  Chairman. 

Mr.  Chairman,  once  again,  the  subcommittee  will  delve  into  the 
issues  surrounding  the  research  and  development  of  drugs  and 
what  role,  if  any,  the  Federal  Government  should  have  on  pricing 
these  drugs.  . 

I  believe  that  not  enough  public  or  private  research  is  being  un- 
dertaken in  regards  to  developing  contraceptive  products. 

I  was  interested  to  read  the  testimony  from  the  individual  from 
Wisconsin  Pharmaceutical.  They  found  that  when  trying  to  shep- 
herd their  product  through  the  Food  and  Drug  Administration  they 
were  told  to  expect  a  1-year  and  $1  million-dollar  FDA  approval 
process.  Five  years  later  and  $9  million  poorer,  the  company  finally 
reached  approval  for  its  product. 

It  has  become  painstakingly  clear  that  when  witness  after  wit- 
ness before  this  subcommittee  have  begged  for  assistance  to 
streamline  cumbersome  regulations  that  hamper  innovation,  they 
have  repeatedly  told  of  the  horrors  of  liability  and  how  oftentimes 
they  won't  pursue  promising  products  because  of  the  fear  of  litiga- 
tion. 

As  advocates  for  small  business,  we  must  make  immediate 
changes  in  the  regulatory  system  to  encourage  joint  partnerships 
between  Government  and  industry  that  result  in  safe  and  effective 
products.  As  protectors  of  the  taxpayer,  we  must  ensure  that  the 
Nation's  investment  is  sound  and  that  products  that  come  from 
these  ventures  are  accessible  to  the  people  who  help  develop  them. 
This  balance  is  the  key  if  the  United  States  is  to  continue  to  lead 
the  world  in  the  development  of  life-saving  technologies. 


I  believe  it  is  also  important  to  state  that  because  of  the  many 
high-profile  discussions  of  these  types  of  agreements,  it  is  my  fear 
that  companies  will  become  more  withdrawn  from  entering  into 
partnerships  with  the  Federal  Government.  If  this  occurs,  it  will  be 
to  the  detriment  of  all  involved. 

Finally,  Mr.  Chairman,  in  regard  to  Norplant,  I  believe  it  is  im- 
portant to  note  that  the  development  of  the  product  began  prior  to 
the  Federal  Government  agencies  having  cooperative  research  and 
development  agreements.  It  is  my  understanding  that  neither  the 
company  nor  the  Population  Council  foresaw  the  domestic  market 
that  would  be  available  for  this  product.  I  hope  that  as  we  evaluate 
the  pricing  implications  we  acknowledge  the  unpredictability  of 
many  of  these  products. 

Thank  you,  Mr.  Chairman. 

[Mr.  Combest's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  I  thank  my  colleague  and  again  look  forward 
to  working  very  closely  with  him  in  a  bipartisan  fashion  on  this 
whole  range  of  issues. 

I  welcome  the  gentleman  from  Maine,  a  long  time  consumer  ad- 
vocate as  well. 

Mr.  Andrews.  Thank  you  very  much,  Mr.  Chairman. 

Let  me  just  say  to  you  that  I  greatly  appreciate  your  leadership 
in  this  area  in  general  and  with  this  issue  in  particular. 

I  think  what  we  are  facing  out  there  as  representatives  of  the 
public  is  a  great  deal  of  frustration  and  anger  and  outrage,  number 
one,  as  a  result  of  escalating  Federal  budgets  and  taxes  and  irre- 
sponsible cases  of  spending,  and  then  at  the  same  time  ripoffs 
when  it  comes  to  pharmaceuticals,  important  products  that  con- 
sumers need  for  their  health  care. 

So  what  we  have  here  apparently  is  another  concrete  example 
brought  to  the  full  light  of  day,  Mr.  Chairman,  through  your  lead- 
ership of  a  double-barreled  ripoff.  On  the  one  hand,  we  have 
women  being  ripped  off,  and  their  families,  those  women  who 
choose  to  use  this  product,  because  of  the  prices  that  they  are 
paying  and  the  lack  of  availability  at  clinics  that  they  go  to;  and, 
second,  they  are  being  ripped  off  as  taxpayers  who  have  been 
paying  for  the  costs  involved  in  development  and  marketing  of  this 
product. 

Mr.  Chairman,  the  only  way  that  we  are  going  to  stop  this 
double-barreled  ripoff  is  to  expose  this  to  the  full  light  of  day,  have 
a  full  public  discussion,  and  to  turn  around  and  make  certain  that 
this  kind  of  practice  stops,  and  I  want  to  thank  you  for  bringing 
this  to  our  attention  as  a  subcommittee.  I  would  like  to  thank  ev- 
eryone who  is  here  to  testify,  and  let  me  finally  conclude,  Mr. 
Chairman,  by  apologizing,  I  am  not  going  to  be  able  to  stay  for  the 
entire  hearing.  It  does  not  reflect  a  lack  of  interest  in  this  subject, 
but,  as  this  place  will  have  it,  I  will  be  having  a  hearing  on  the 
environmental  impact  of  NAFTA  with  one  of  my  other  subcomrnit- 
tees,  and  then  with  another  committee  I  will  be  having  a  hearing 
on  whether  or  not  our  men  and  women  in  the  Gulf  War  were  sub- 
jected to  biological  or  chemical  weapons.  So  I  am  going  to  have  to 
divide  my  time  between  those  three  subjects,  but  I  want  to  thank 
you  very  much  for  your  leadership  and  thank  those  who  are  testi- 
fying today  for  coming. 


Chairman  Wyden.  I  thank  my  colleague  for  his  excellent  state- 
ment. 

Let  me  also  tell  our  witnesses  that  with  Congress  rushing  toward 
adjournment,  I  think  a  number  of  Members  are  going  to  be  in  Mr. 
Andrews'  position,  so  the  witnesses  should  not  interpret  it  as  any 
insult  if  the  Members  are  coming  and  going  a  bit. 

Let  me  recognize  also  Mr.  Strickland  from  Ohio  for  any  state- 
ment he  might  choose  to  make.  With  his  medical  background,  he 
has  been  a  great  addition  to  our  subcommittee  as  well,  and  we  wel- 
come him  also. 

Mr.  Strickland.  Thank  you,  Mr.  Chairman.  I  have  just  a  very 
brief  statement. 

I  recall  as  a  layperson  before  I  ever  came  to  the  Congress  often- 
times thinking  and  feeling  and  hearing  others  say  there  ought  to 
be  a  law,  and  certainly  I  think  this  is  the  kind  of  situation  that 
calls  for  a  law  because  this  is  unconscionable,  and  I  don't  think  we 
ought  to  tolerate  it. 

Thank  you. 

Chairman  Wyden.  I  thank  my  colleague. 

Next,  I  believe,  the  gentleman  from  Missouri,  a  long-time  friend 
and  consumer  advocate,  Mr.  Skelton. 

Mr.  Skelton.  Thank  you. 

I  will  not  prolong  the  proceedings,  merely  to  congratulate  you  or 
to  let  the  people  know  that  we  are  in  good  hands  and  they  are  in 
good  hands  with  your  leadership;  you  and  Mr.  Combest  undoubted- 
ly will  have  an  excellent  hearing. 

I,  like  Mr.  Andrews,  in  the  few  minutes  will  be  on  a  conference 
committee  in  the  Armed  Services  Committee,  so  I  apologize,  but  I 
did  want  to  come  by  because  this  is  a  very  important  issue,  and  my 
hat  is  off  to  you,  Mr.  Chairman. 

Chairman  Wyden.  I  thank  my  friend  for  his  involvement  and 
support. 

The  gentleman  from  California,  a  new  member  of  our  subcom- 
mittee and  a  valuable  addition. 

Mr.  HuFFiNGTON  Thank  you.  No  comment  today,  Mr.  Chairman. 

Chairman  Wyden.  OK. 

Let  us  welcome  our  witnesses  then,  Dr.  Pamela  Maraldo, 
Planned  Parenthood;  Dr.  Carolyn  Westhoff;  Ms.  Judith  DeSarno; 
Dr.  Amy  Pollack;  and  Dr.  Olivia  Cousins.  I  guess  we  have  all  of  you 
present. 

It  is  the  practice  of  this  subcommittee  to  swear  all  the  witnesses 
who  come  before  us.  Do  any  of  you  have  any  objection  to  being 
sworn  as  a  witness? 

[No  response.] 

Please  rise  and  raise  your  right  hand. 

[Witnesses  sworn.] 

Chairman  Wyden.  We  are  going  to  make  your  prepared  state- 
ments a  part  of  the  hearing  record  in  their  entirety.  As  the  staff 
has  indicated,  if  we  could  ask  you  to  try  to  keep  your  prepared  re- 
marks to  about  5  minutes,  that  would  save  plenty  of  time  for  ques- 
tions. 

Dr.  Maraldo,  we  welcome  you.  We  are  very  pleased  to  have  you 
because  of  all  your  outstanding  leadership  at  Planned  Parenthood, 
and  please  proceed. 


TESTIMONY  OF  PAMELA  J.  MARALDO,  PRESIDENT,  PLANNED 
PARENTHOOD  FEDERATION  OF  AMERICA 

Dr.  Maraldo.  Thank  you,  Mr.  Chairman.  I  am  delighted  to  be 
here  to  testify  on  this  very  important  subject. 

I  am  the  president  of  Planned  Parenthood  Federation  of  Amer- 
ica, the  Nation's  largest  provider  of  reproductive  health  services.  I 
am  also  a  nurse. 

I  would  like  to  call  the  committee's  attention  that  the  very  first 
witness  was  to  be  one  of  our  clients  Vironica  Knight  served  by  our 
Planned  Parenthood  affiliate  in  Newark,  New  Jersey.  Last  night 
late,  Mr.  Chairman,  Ms.  Knight  was  in  tears  because  she  wasn't 
able  to  get  child  care  to  join  us  this  morning.  I  think  her  dilemma 
points  out  the  dilemma  of  many  of  the  working  poor  that  you  re- 
ferred to  in  your  opening  statement. 

She  feels  very  strongly  about  this  subject.  She  is  from  a  family  of 
seven  including  her  16  year  old  twin  daughters.  She  is  very  anxious 
for  them  to  have  opportunities  and  not  ruin  their  whole  lives  with 
early  pregnancies.  They  would  be  very  good  candidates  for  Nor- 
plant. 

Her  husband  is  a  truck  driver,  makes  $15,000  a  year.  They  do  not 
qualify  for  Medicaid,  and  she  can't  afford  Norplant  for  them. 

She  is  not  an  isolated  incident.  My  testimony  points  out  example 
after  example  and  story  after  story.  I  will  highlight  a  couple  of 
these  stories. 

Recently,  a  mother  came  to  our  Essex,  New  Jersey,  clinic  with 
her  19-year-old  daughter.  The  young  woman  is  a  senior  in  high 
school,  and  she  wants  to  attend  college.  She  was  pregnant  once 
before  and  had  an  abortion.  She  is  very  eager  to  avoid  another 
pregnancy.  She  does  have,  health  insurance,  but  it  doesn't  cover  the 
costs  of  Norplant.  They  decided  on  Depo  Provera  for  the  woman. 
Over  time,  $30  for  every  injection  out  of  pocket  every  3  months, 
will  be  a  much  costlier  method,  but  she  has  no  choice. 

A  27-year-old  woman  from  Bolivia  with  four  children,  came  to  a 
metropolitan  Washington  Planned  Parenthood  clinic.  She  doesn't 
have  a  job,  her  husband  makes  $6,000  a  year,  and  they  are  illegal 
immigrants.  We  see  this  over  and  over  again.  The  woman  was  prac- 
ticing withdrawal  as  the  only  method  of  birth  control  to  avoid  preg- 
nancy. She  wanted  Norplant,  but  couldn't  afford  it  because  of  its 
high  cost. 

A  woman  learned  that  her  sister  in  Nicaragua  received  Norplant 
for  $10.  So  she  came  to  our  DC  Clinic  wanting  Norplant  and  was 
very — you  can  imagine — shocked  to  find  out  that  it  would  cost  in 
excess  of  $500. 

There  are  some  success  stories.  In  your  State  of  Oregon  Mr. 
Chairman,  we  recently  served  a  25-year-old  woman  born  with  a 
congenital  immune  deficiency.  As  a  result  of  her  condition,  she  has 
to  take  numerous  pills  every  day.  She  didn't  want  to  take  another 
pill.  She  has  proved  an  ideal  candidate  for  Norplant,  and  received 
it  under  Medicaid.  She  loves  it. 

So,  in  general,  our  clinics  find  that  Norplant  is  a  highly  effective 
method,  but  the  number  of  systems  inserted  doesn't  begin  to  reflect 
the  potential  demand. 


For  77  years  Planned  Parenthood  has  been  in  the  business  of 
preventing  unintended,  unwanted  pregnancies.  We  have  seen  the 
shortcomings  of  available  methods  of  contraception.  About  60  per- 
cent of  the  women  in  the  United  States  use  contraception.  Half  of 
them  are  dissatisfied  with  the  methods  that  they  use. 

We  dreamed  about  a  method  of  contraception  that  would,  in 
effect,  serve  as  an  immunization  against  pregnancy,  and  finally  it 
is  here,  but  we  can't  use  it  because  the  cost  is  prohibitive.  We  have 
a  very  high  demand  for  it  and  a  very  low  rate  of  utilization  in  our 
clinics  across  the  country. 

Out  of  the  3  million  contraceptive  patients  we  serve  annually, 
only  1.4  percent,  or  about  25,000,  use  Norplant.  Five  hundred  dol- 
lars for  most  of  the  populations  we  serve  is  the  cost  of  rent  and 
food  on  a  monthly  basis. 

So,  in  short,  Mr.  Chairman,  members  of  the  committee,  we  hope 
that  the  time  will  come  when  all  women  will  receive  the  insurance 
coverage  necessary  to  cover  the  costs  of  devices  like  Norplant. 
Until  then,  we  ask  that  Norplant  be  priced  at  a  more  reasonable 
rate  and  that  the  Federal  Government  continue  its  commitment  to 
family  planning  and  methods  like  Norplant  through  Medicaid  and 
Title  X. 

Thank  you  very  much,  Mr.  Chairman.  I  would  be  happy  to 
answer  any  questions. 

[Dr.  Maraldo's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Dr.  Maraldo,  thank  you  for  an  excellent  state- 
ment. We  will  have  some  questions  in  just  a  few  moments. 

Dr.  Westhoff,  welcome. 

TESTIMONY  OF  CAROLYN  WESTHOFF,  ASSOCIATE  PROFESSOR, 
DEPARTMENT  OF  OBSTETRICS  AND  GYNECOLOGY,  COLUMBIA/ 
PRESBYTERIAN  MEDICAL  CENTER 

Dr.  Westhoff.  Good  morning. 

Chairman  Wyden.  We  have  got  to  get  you  all  microphones.  I 
don't  think  this  is  going  to  be  the  greatest  room  for  microphones, 
as  my  friend,  Larry  Combest,  has  suggested,  so  if  you  all  can  get 
one  in  front  of  you,  that  would  be  great. 

Dr.  Westhoff.  OK,  I  think  I  am  close  enough  now. 

Thank  you,  Mr.  Chairman,  for  inviting  me. 

I  am  Carolyn  Westhoff.  I  am  medical  director  of  a  Title  X-funded 
family  planning  clinic  that  is  located  at  Columbia  Presbyterian 
Medical  Center.  I  am  also  speaking  today  on  behalf  of  Dr.  Allan 
Rosenfield,  who  is  the  dean  of  our  School  of  Public  Health,  who  is 
unable  to  attend. 

We  would  like  to  comment  on  the  development,  marketing,  and 
pricing  of  the  implant  contraceptive  Norplant  and  especially  with 
regard  to  its  impact  in  our  clinic. 

Norplant  uses  the  hormonal  agent  Levonorgestrel,  which  is  a 
progestin  developed  by  the  Wyeth  Co.  in  the  1960's.  This  hormone 
has  been  used  by  Wyeth  in  its  oral  contraceptives  for  past  30  years, 
and  it  is  estimated  that  Levonorgestrel  is  the  most  widely  used  pro- 
gestin in  oral  contraceptives  worldwide,  resulting  in  the  tremen- 
dous return  on  the  original  investment  in  its  development. 
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In  the  late  1960's,  the  Population  Council  began  development  of 
what  eventually  became  Norplant  utilizing  Levonorgestrel  that 
was  donated  by  Wyeth.  During  the  development  of  Norplant, 
Wyeth  donated  the  drug  and  also  gave  access  to  toxicologic  data  in 
return  for  rights  to  the  implant  in  the  United  States,  but  Wyeth 
was  otherwise  not  involved  in  the  development  process. 

The  process  was  funded  largely  by  Federal  sources,  including 
USAID  and  NIH  and  also  to  a  very  large  extent  by  private  founda- 
tions through  the  Population  Council.  This  process  included  not 
just  bench  research  but  clinical  trials  and  the  FDA  approval  proc- 
ess. 

Following  approval,  Wyeth  states,  they  had  substantial  costs  for 
marketing  Norplant  and  also  for  providing  a  training  program  that 
trained  clinicians  in  the  techniques  of  insertion  and  removal.  The 
training  program  was  a  terrific  training  program  that  we  partici- 
pated in  very  extensively,  but  I  think  Wyeth  may  have  been  some- 
what misleading  about  the  cost  of  the  program.  They  have  suggest- 
ed it  cost  $1,000  per  clinician  who  was  trained  with  a  total  cost  to 
them  of  several  million  dollars.  To  the  extent  that  that  cost  is 
based  on  the  retail  price  of  Norplant  rather  than  their  cost  of  ac- 
quiring the  system,  I  think  it  inflates  the  prices  for  training. 

The  company  has  created  a  foundation  to  provide  Norplant  kits 
for  poor  women  whose  clinicians  will  submit  an  application  attest- 
ing to  the  inability  of  the  individual  to  pay.  Each  physician  or 
other  clinician  is  limited  to  providing  10  kits  a  year  through  Nor- 
plant Foundation. 

Again,  the  company  has  estimated  the  amounts  of  money  that 
were  donated  to  the  foundation  based  on  the  market  price  of  Nor- 
plant kits  rather  than  their  actual  cost,  which  overstates  the  funds 
that  were  committed  to  the  Norplant  Foundation. 

Now  for  individual  clinics  that  are  attempting  to  utilize  Norplant 
and  provide  it  to  their  patients,  I  think  the  costs  and  the  mecha- 
nisms for  reimbursement  are  sufficiently  complex  that  many  clin- 
ics find  it  very  difficult  to  provide  Norplant  despite  the  desire  of 
women  to  use  the  method. 

My  particular  clinic  is  Title  X  funded.  About  half  our  patients 
receive  Medicaid.  All  of  our  patients  are  poor,  but  the  other  half 
are  not  eligible  for  Medicaid.  We  see  about  15,000  patient  visits  a 
year  of  women  seeking  contraception  and  in  many  ways  are  a 
fairly  typical  clinic.  About  3  to  5  percent  of  our  total  budget  is  for 
contraceptive  supplies. 

In  the  past  years,  we  have  bought  all  our  oral  contraceptives — 
diaphragms,  condoms,  spermicides,  and  so  on — for  under  $50,000.  If 
we  were  to  spend  our  entire  supply  budget  on  Norplant,  we  would 
provide  Norplant  to  130  women,  total.  We  would  not  be  able  to 
supply  any  other  devices  or  types  of  contraception  to  our  patients. 
If  we  were  to  increase  our  supply  budget,  we  would  have  to  lay  off 
personnel  and  decrease  the  number  of  women  who  we  can  provide 
care  for,  both  of  which  are  not  available  options. 

Now  Columbia  Presbyterian  is  a  unique  institution.  Because  of 
our  ties  to  the  university  and  our  research  activities,  we  were  able 
to  go  to  private  foundations  and  raise  a  substantial  amount  of 
money  to  develop  an  inventory  of  Norplant.  This  is  something  most 
clinics  cannot  possibly  do. 


I  think  inventory  is  very  important  issue  here.  Even  when  Med- 
icaid is  paying  for  Norplant,  there  is  quite  a  lag  time  which  varies 
from  State  to  State  from  the  time  an  institution  or  clinic  pays  for 
the  Norplant  until  the  time  they  get  reimbursed.  We  need  to  main- 
tain an  $80,000  inventory  in  order  to  take  care  of  that  lag  time, 
and  that  is  money  we  simply  didn't  have  and  were  forced  to  raise 
privately. 

I  do  want  to  mention  also  was  Wyeth-Ayerst  is  providing  addi- 
tional kits  to  us  because  we  are  carrying  out  an  NIH-funded  study 
of  Norplant  use,  and  they  are  helping  us  make  sure  that  we  can 
provide  Norplant  to  the  participants  in  that  study. 

However,  at  a  time  of  great  concern  about  rising  health  care 
costs,  I  think  it  is  simply  wrong  that  the  costs  of  Norplant  to  the 
Government  should  be  as  high  as  they  are.  I  don't  think  that  Med- 
icaid funds  and  Title  X  funds  should  go  to  such  a  large  extent  to 
purchasing  Norplant  at  this  retail  price.  Many  low-income  clinics 
are  simply  not  able  to  provide  this  option  because  of  the  price. 

The  pricing  structure  is  inappropriate  in  general,  and  I  think  at 
a  minimum  there  should  be  a  public  sector  price.  I  don't  believe 
the  company  is  justified  in  the  price  that  it  has  set. 

To  date,  there  have  been  about  three-quarters  of  a  million 
women  who  have  had  Norplant  inserted  in  the  United  States.  At  a 
cost  of  $365  a  kit,  this  approaches  $300  million.  I  don't  think  that 
Medicaid,  Title  X,  or  private  insurers  should  be  asked  to  pay  this 
price. 

Thank  you  very  much. 

[Dr.  Westhoff  s  and  Dr.  Rosenfield's  statement  may  be  found  in 
the  appendix.] 

Chairman  Wyden.  Thank  you  very  much.  All  of  you  are  bemg 
very  brief,  and  we  appreciate  it.  Thank  you. 

Dr.  DeSarno. 

TESTIMONY  OF  JUDITH  M.  DESARNO,  PRESIDENT,  NATIONAL 
FAMILY  PLANNING  AND  REPRODUCTIVE  HEALTH  ASSOCIATION 

Dr.  DeSarno.  Yes.  Chairman  Wyden,  Congressman  Combest,  and 
members  of  the  subcommittee,  I  am  Judith  DeSarno,  president  of 
the  National  Family  Planning  and  Reproductive  Health  Associa- 
tion which  includes  a  membership  of  over  90  percent  of  the  Title  X- 
funded  clinic  system  including  State  and  local  health  departments, 
family  planning  councils,  Planned  Parenthood,  and  other  private 
nonprofit  clinics  and  hospitals. 

I  salute  you  for  this  hearing.  NFPRHA  has  been  trying  to  work 
with  Wyeth-Ayerst  for  nearly  3  years  with  completely  frustrating 
results,  and  I  speak  today  on  behalf  of  the  nearly  4.5  million  low- 
income  and  poor  women  who  depend  on  the  federally-funded  Title 
X  family  planning  clinics  for  their  family  planning  and  health 
need  services. 

Wyeth-Ayerst's  refusal  to  offer  a  public  price  for  Norplant  has 
denied  access  to  the  full  range  of  contraceptives  to  hundreds  of 
thousands  of  poor  women.  Norplant's  price  is  also  difficult  to 
accept  given  the  international  price  for  Norplant,  a  mere  $23,  less 
than  one-tenth  paid  by  our  clinics. 
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Wyeth-Ayerst's  refusal  to  offer  a  public  price  is  particularly  dis- 
tressing given  that  the  majority  of  the  women  served  by  Title  X 
reside  in  medically  underserved,  financially  strained  areas  where 
rates  of  unintended  pregnancies  and  induced  abortions  demon- 
strate the  need  for  high  quality,  reliable  family  planning  services. 

Nationally,  only  about  10  to  20  percent  of  the  women  who  re- 
ceived services  in  Title  X  clinics  are  Medicaid  eligible. 

The  number  of  Norplant  insertions  is  limited  by  the  strained 
budgets  of  our  clinics  and  the  high  cost  of  this  contraceptive.  To 
serve  one  woman  with  Norplant,  we  forego  serving  five  more 
women  with  oral  contraceptives.  Not  surprisingly,  our  clinics 
report  that  the  demand  for  Norplant  far  exceeds  the  number  that 
can  be  supplied  by  our  clinics  at  the  current  prices. 

Please  allow  me  to  review  NFPRHA's  effort  to  obtain  a  public 
price  for  Norplant.  First,  the  family  planning  community  greeted 
the  1990  decision  to  license  Norplant  in  the  United  States  with 
overwhelming  enthusiasm.  It  was  a  choice  that  was  particularly 
welcome  for  the  poor  and  often  undereducated  women  we  serve, 
and  our  enthusiasm  increased  with  the  company's  commitment  to 
supply  Norplant  at  a  cost  which  was — and  this  is  a  quote  from 
their  public  relations  department  "no  more  than  taking  oral  con- 
traceptives for  5  years." 

We  thought  we  understood  what  this  statement  meant.  For  over 
10  years  we  have  been  purchasing  oral  contraceptives  at  nominal 
prices;  that  is  less  than  10  percent  the  average  manufactured  price. 
At  these  prices,  a  5-year  supply  of  pills  was  costing  us  on  average 
about  $60. 

NFPRHA's  then  president,  Thomas  Kring,  wrote  to  the  company 
saluting  the  decision  to  sell  Norplant  at  this  same  price,  $60.  Mr. 
Kring  applauded  this  wise  policy  decision  for  insuring  that  all 
women,  regardless  of  income,  have  access  to  the  best  health  care 
available  and  added  that,  "Norplant  is  a  revolutionary  break- 
through in  public  health,  and  we  are  delighted  to  be  able  to  offer  it 
to  our  patients." 

A  full  3  months  later,  Wyeth  replied  with  an  unequivocal  no. 
Wyeth  has  repeatedly  stated  that  the  inflated  price  is  necessary  to 
cover  the  cost  associated  with  training  of  practitioners  and  inser- 
tion and  removal  techniques.  This  justification  would  seem  to  be 
even  less  valid  than  when  it  was  first  offered  since  most  of  the 
training  for  our  4,000  clinics  is  now  accomplished  at  public  expense 
in  Title  X-funded  training  centers. 

Mr.  Chairman,  NFPRHA  is  not  insensitive  to  the  need  of  the 
company  to  recover  its  costs  and  make  a  profit,  but  we  remain  puz- 
zled by  the  decision  from  a  business  perspective. 

In  1991,  NFPRHA  conducted  a  survey  within  the  Title  X  clinic 
community  of  the  demand  for  Norplant  kits  at  a  lower  price.  A 
recent  update  of  this  survey  indicates  that  with  a  $60  price  tag  an 
additional  60,000  kits  would  be  purchased. 

Given  that  the  price  of  Norplant  on  the  international  market  is 
$23,  one  can  easily  calculate  that  Wyeth  could  recoup  its  costs  and 
still  make  a  profit  by  selling  the  kits  to  the  Title  X  system  at  a 
significantly  lower  price.  We  are  mystified  as  to  why  Wyeth  per- 
sists in  ignoring  this  potential  market. 
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Our  frustration  with  Wyeth  has  continued  to  grow.  Wyeth  had 
been  concerned  that  a  lower  price  to  our  cUnics  would  establish  a 
new  and  far  lower  "best  price"  for  their  product,  a  price  which 
would  lead  then  to  greater  rebates  for  Medicaid  purchases  of  Nor- 
plant. 

However,  the  basis  for  this  concern  disappeared  with  the  passage 
of  the  Veterans  Health  Care  Act  of  1992.  This  legislation  mandated 
that  drugs  sold  to  family  planning  clinics  funded  by  the  Public 
Health  Service  be  exempted  from  calculations  for  best  price  used  to 
determine  Medicaid  rebates.  NFPRHA  had  worked  with  represent- 
atives from  the  pharmaceutical  industry  to  obtain  this  exemption 
to  allow  companies  such  as  Wyeth-Ayerst  to  give  a  deep  discount 
without  forcing  them  to  nominal  prices. 

Finally,  in  early  1993  I  met  with  a  Wyeth  vice  president  to  ad- 
dress the  company's  concern  that  making  Norplant  available  to 
Title  X  clinics  at  a  deeply  discounted  rate  could  result  in  nonlow- 
income  patients  obtaining  the  drug  at  the  clinics.  NFPRHA  offered 
to  design  a  system  to  preclude  this  scenario,  assuring  Wyeth  that 
Title  X  clinics  would  utilize  the  specially  priced  drug  for  patients 
at  or  below  185  percent  of  poverty,  the  same  standard  set  by  the 
Norplant  Foundation.  That  was  the  first  and  last  conversation  we 
had  on  this  topic. 

Access  to  all  methods  of  birth  control  is  vital  to  promoting 
women's  health  equity.  Wyeth's  profiteering  has  created  a  de  facto 
two-tiered  system  and  left  our  clinics  to  struggle  with  finding  ways 
to  serve  our  patients. 

While  Wyeth  argues  that  they  have  tried  to  provide  access  to 
poor  women  through  Medicaid,  earmarked  State  funds,  and  the 
Norplant  Foundation,  I  would  counter  that  every  way  you  look  at 
their  pricing  policy  is  inadequate. 

We  must  ask  ourselves  over  and  over  again  if  it  is  appropriate 
for  Medicaid,  a  program  collapsing  under  its  own  financial  bur- 
dens, to  spend  over  $300  per  device  on  a  product  that  costs  some- 
thing on  the  order  of  $16  to  produce. 

The  same  can  be  said  for  earmarked  State  funds.  States,  many  of 
which  are  facing  severe  budget  shortfalls,  are  spending  the  same 
absurd  amount  for  Norplant.  Given  that  controlling  health  care 
costs  is  at  the  top  of  the  list  of  national  priorities,  the  actions  taken 
by  Wyeth  are  truly  unconscionable. 

If  we  are  to  maintain  access  to  all  methods  for  poor  women 
served  by  public  clinics,  it  is  clear  that  the  prices  clinics  pay  for 
Norplant  must  decrease  substantially.  The  lack  of  equal  access  to 
Norplant  implants  marks  a  retreat  from  the  principles  on  which 
the  publicly-funded  family  planning  program  was  built.  Now  is  the 
time  to  recoup  our  public  investment  in  this  product  by  establish- 
ing a  public  price  for  Norplant. 

It  is  our  hope  that  the  company  will  be  willing  to  come  to  the 
table  with  us  to  discuss  a  new  pricing  policy  which  will  enable  this 
underserved  and  often  neglected  population  access  to  the  full  range 
of  contraceptive  options.  Mr.  Chairman,  I  have  the  copies  of  the 
correspondence  from  Wyeth-Ayerst  for  the  record. 

Thank  you. 

[Dr.  DeSarno's  statement  and  letter  may  be  found  in  the  appen- 
dix.] 
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Chairman  Wyden.  Without  objection,  we  will  make  that  part  of 
the  record,  and  Dr.  DeSarno,  thank  you  for  an  excellent  and  very 
detailed  statement. 

Chairman  Wyden.  It  was  particularly  useful  to  have  your  de- 
scription of  the  many  years  in  which  you  struggled  to  try  to  get  a 
fair  shake  for  women  and  for  patients,  and  we  will  have  a  number 
of  questions  here  in  just  a  moment. 

Let  us  move  now  to  Dr.  Pollack. 

Welcome. 

TESTIMONY  OF  AMY  E.  POLLACK,  ASSOCIATION  OF 
REPRODUCTIVE  HEALTH  PROFESSIONALS 

Dr.  Pollack.  Mr.  Chairman,  Congressman  Combest,  and  mem- 
bers of  the  subcommittee,  it  is  a  great  honor  to  have  been  asked  to 
appear  before  you. 

My  name  a  Amy  Pollack.  I  am  a  physician  board  certified  in  ob- 
stetrics and  gynecology  and  preventive  medicine.  I  am  also  a  board 
member  of  the  Association  of  Reproductive  Health  Professionals,  or 
ARHP.  ARHP  is  a  medical  professional  organization  committed  to 
the  education  of  health  professionals  and  patients  in  the  area  of  re- 
productive health. 

In  1990,  ARHP  conducted  Norplant  training  sessions  throughout 
the  United  States.  Over  2,000  physicians  and  nurses  were  trained 
in  general  contraceptive  service  delivery  and  provision — and  provi- 
sion and  in  Norplant  insertion  and  removal.  In  a  sad  commentary 
on  both  medical  education  and  practice,  it  is  safe  to  say  that  the 
individuals  who  attended  these  training  sessions  received  more  con- 
traceptive training  than  the  graduates  of  most  existing  medical 
schools. 

Despite  having  one  of  the  most  technologically  advanced  health 
care  systems  in  the  world,  this  country  is  plagued  with  an  unac- 
ceptably  high  rate  of  unintended  pregnancy.  Of  the  6  million  preg- 
nancies that  occur  each  year  in  the  United  States,  56  percent  are 
unintended  and  1.7  million  of  them  occur  to  women  actually  using 
contraceptives. 

Our  national  record  in  terms  of  unintended  pregnancy  is  a  dis- 
grace when  compared  with  many  other  developed  countries.  Our 
rate  of  teen  pregnancy  is  seven  times  that  of  the  Netherlands  and 
twice  that  of  Canada. 

The  social  and  economic  consequences  of  unintended  pregnancy 
are  significant.  According  to  a  1993  report,  U.S.  taxpayers  spent 
over  $29  billion  in  1991  to  support  teen  parents  and  their  children, 
which  is  an  annual  increase  of  16  percent  for  the  second  year  in  a 
row. 

A  sexually  active  woman  spends  nearly  half  of  her  life  trying  to 
prevent  an  unintended  pregnancy.  The  introduction  of  Norplant, 
therefore,  has  played  a  critical  role  in  expanding  contraceptive 
choice.  Norplant  has  a  failure  rate  of  less  than  4  per  10,000.  The 
importance  of  this  kind  of  highly  effective  temporary  method 
should  not  be  underestimated. 

The  publicity  surrounding  the  introduction  of  Norplant  has  also 
undoubtedly  heightened  awareness  among  women  and  men  about 
all  available  methods  of  birth  control  and  paved  the  way  for  great- 
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er    acceptance    of  Depo    Provera,    another    long-acting    reversible 
method  approved  last  year  by  the  FDA. 

The  subcommittee  has  asked  us  to  address  problems  at  the  clini- 
cal level  surrounding  the  introduction  of  Norplant. 

The  effects  of  inadequate  counseling  for  Norplant  are  profound. 
Norplant  users  cannot  discontinue  the  method  on  their  own,  and  if 
they  discontinue  early,  they  lose  their  investment  since  most  of  the 
cost  is  up  front.  Counseling  is  critical.  The  provider  must  ensure 
that  the  patient  is  adequately  counseled  about  possible  side  effects 
because  unexpected  side  effects  lead  to  early  discontinuation.  The 
introduction  of  Norplant  highlighted  the  need  for  improvement  in 
patient  counseling  skills  of  health  care  providers. 

Does  the  price  of  a  contraceptive  have  an  impact  on  the  choice 
that  women  and  men  make?  Price  is  an  issue  in  the  mix  of  consid- 
erations an  individual  must  face  in  choosing  a  contraceptive.  To 
the  extent  that  more  effective  methods  such  as  Norplant  are  ini- 
tially more  expensive  than  other  available,  less  effective  methods, 
individuals  making  choices  based  solely  on  that  up  front  cost  will 
be  at  greater  risk  for  unintended  pregnancy. 

For  example,  typically  3  out  of  100  women  using  the  pill  will 
have  a  contraceptive  failure  during  their  first  year  of  use.  Approxi- 
mately 3  out  of  1,000  women  using  Depo  Provera  experience  this 
failure  rate.  Approximately  3  out  of  10,000  women  using  Norplant 
may  experience  a  failure.  Clearly  in  this  case,  the  less  expensive 
method  up  front  is  less  effective. 

The  subcommittee  has  asked  us  to  comment  on  the  inclusion  of 
family  planning  in  the  various  health  care  reform  proposals. 

In  the  absence  of  a  health  care  system  that  facilitates  access  to 
reproductive  health  services,  our  efforts  will  be  of  little  value.  It  is 
imperative  that  health  care  reform  include  current  incentives  such 
as  deep  price  public  sector  price  for  the  pill  and  support  for  repro- 
ductive health  services.  The  current  Medicaid  system  provides  fi- 
nancial support  for  Norplant  insertion  but  not  for  removal.  To  the 
same  extent  women  on  Medicaid  have  access  to  Norplant,  whereas 
most  third  party  payers  do  not  insure  for  any  contraceptive  method 
at  all.  Many  do,  however,  provide  coverage  for  abortion  services.  I 
am  sure  that  our  Surgeon  General  would  agree  that  there  is  an  ob- 
vious problem  with  this  kind  of  system.  The  subcommittee  has 
asked  us  to  comment  on  what  the  Norplant  experience  tells  us 
about  the  market  for  contraceptives  and  family  planning  services. 

The  success  of  Norplant  tells  us  that  U.S.  women  and  men  are 
eager  for  new,  more  effective,  and  user  friendly  methods  of  contra- 
ception. It  also  tells  us  that  they  want  long  acting  reversible  meth- 
ods as  an  alternative  to  less  effective  methods  and  to  permanent 
methods  such  as  sterilization. 

It  is  unlikely  that  this  success  could  have  been  predicted.  In  fact, 
given  the  social  and  economic  climate  in  this  country  and  the  fact 
that  so  few  companies  have  ventured  into  this  area,  it  might  have 
been  safe  to  assume  that  marketing  of  any  new  method  represent- 
ed a  major  business  gamble. 

That  gamble  appears  to  have  had  enormous  benefit  for  the  hun- 
dreds of  thousands  of  women  who  have  chosen  and  been  able  to 
afford  the  method  and  for  the  countless  numbers  of  women  and 
men  who  are  now  more  aware  and  informed  on  the  subject  of  con- 
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traception  as  a  result  of  Norplant's  visibility.  For  our  association, 
this  is  progress  toward  one  of  our  major  organizational  goals, 
which  is  the  prevention  of  unintended  pregnancy  and  improvement 
of  the  reproductive  health  of  all  women  in  the  United  States. 

Thank  you. 

[Dr.  Pollack's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Thank  you  very  much.  Doctor,  and  we  will 
have  some  questions  for  you  in  just  a  moment. 

Dr.  Cousins,  welcome 

TESTIMONY  OF  OLIVIA  COUSINS,  IMMEDIATE  PAST  CHAIR, 
BOARD  OF  DIRECTORS  NATIONAL  WOMEN'S  HEALTH  NETWORK 

Dr.  Cousins.  Thank  you.  Good  morning  Mr.  Chairman,  Congress- 
man Combest,  and  members  of  the  subcommittee.  Thank  you  for 
this  opportunity  to  testify  before  the  committee  on  what  we  see  as 
a  very  important  women's  health  issue. 

My  name  is  Olivia  Cousins,  and  I  am  the  immediate  past  chair  of 
the  board  of  directors  of  the  National  Women's  Health  Network.  I 
am  also  an  associate  professor  of  health  for  the  City  University  of 
New  York  at  Borough  of  Manhattan  Community  College,  and  at 
the  college  I  am  currently  the  project  coordinator  of  a  program 
known  as  College  Opportunity  to  Prepare  for  Employment.  It  is  a 
program  set  specifically  up  for  women  who  are  receiving  AFDC 
benefits,  and  it  is  from  my  experience  with  this  particular  program 
and  even  more  so  with  the  National  Women's  Health  Network  that 
I  will  talk  and  couch  my  remarks. 

The  National  Women's  Health  Network  is  a  national  member- 
ship group  representing  over  15,000  individual  and  400  organiza- 
tional members.  Our  mission  is  to  advocate  for  better  Federal 
health  policies  regarding  women,  and  we  are  particularly  con- 
cerned that  all  women  have  access  to  birth  control  methods  that 
are  safe,  effective,  convenient,  controlled  by  women,  and  affordable. 
Norplant  does  not  meet  this  criteria.  First  and  foremost,  it  is  far 
too  expensive. 

The  extraordinarily  high  price  and  cost  of  Norplant  has  directly 
led  it  to  be  inaccessible  to  women  who  use  payment  strategies  that 
include  the  use  of  private  insurance  that  include  Government  sub- 
sidies such  as  Medicaid  or  Title  X.  So  it  affects  women  who  pay  for 
part  of  the  costs  and  then  have  the  rest  of  their  expenses  subsi- 
dized by  a  community  clinic. 

Most  women  cannot  afford  the  $500  fee  that  is  charged  in  terms 
of  Norplant.  Many  women,  particularly  poor  women,  are  not  cov- 
ered by  insurance,  and  not  all  insurance  companies  cover  the  cost 
of  contraceptive  supplies.  Thus,  Norplant  is  only  truly  accessible  to 
women  who  are  eligible  for  Medicaid  or  for  women  who  are 
wealthy  enough  to  be  able  to  afford  it.  This  means  that  a  large 
number  of  women  who  fall  within  the  middle  strategies,  or  middle 
criteria,  actually  wind  up  falling  through  the  cracks. 

The  commitment  to  covering  all  methods  of  birth  control,  we 
think,  is  very  wonderful  in  terms  of  women,  and  insurers  of  low- 
income  women  using  Medicaid  have  many  choices,  particularly  as 
many  choices  as  women  who  are  better  off  financially. 
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However,  ironically,  despite  the  fact  that  Medicaid  coverage  of 
Norplant  avoids  punishing  women  for  being  low  income,  it  actually 
rewards  Wyeth  for  being  greedy,  put  very  plainly  and  bluntly. 

Norplant  needs  to  be  removed  by  specially  trained  professionals. 
There  is  almost  always  a  separate  charge  for  this  service.  Women 
who  cannot  afford  the  fee  for  the  removal  of  Norplant  are  denied 
removal.  Many  examples  of  this  exist,  and  we  have  subrnitted  a 
copy  of  the  recent  issue  of  contraceptive  technology  update  in  order 
to  document  this  particular  statement. 

Because  women  are  denied  removals,  women  who  are  experienc- 
ing side  effects  are  left  to  suffer  with  unpleasant  and  possibly  un- 
healthy conditions.  Women  who  have  changed  their  minds  about 
birth  control  and  want  to  get  pregnant  are,  in  effect,  forced  to  con- 
tracept  against  their  will. 

The  most  practical  solution  to  the  problem  of  women  being 
unable  to  pay  the  fee  for  removal  of  Norplant  would  be  to  charge 
one  all-inclusive  fee  that  covers  both  insertion  and  removal.  This 
type  of  payment  plan  is  sometimes  used  for  surgical  procedures. 
The  fee  charged  for  the  procedure  often  includes  routine  follow-up 
visits  and  any  unavoidable  complications  that  may  need  further 
care. 

If  all  Norplant  providers  charged  a  comprehensive  fee  that  cov- 
ered both  insertion  and  removal,  women  would  be  much  better  off 
than  they  are  now  certainly;  they  would  not  be  forced  to  endure 
situations  that  they  don't  want  to  just  because  they  can't  afford  to 
pay  for  the  removal. 

However,  the  high  price  charged  by  Wyeth-Ayerst  makes  it 
almost  impossible  for  Norplant  providers  to  consider  even  charging 
the  all-inclusive  fee.  Wyeth-Ayerst  charges  results  in  such  a  high 
fee  for  insertion  alone  that  only  women  who  can  afford  Norplant 
are  those  again  who  are  covered  by  Government  funding  or  those 
women  who  have  excellent  private  insurance  plans. 

Many  women  end  up  asking  for  removal  of  Norplant  because 
they  don't  like  the  side  effects  that  are  associated  with  this 
method.  Much  of  this  could  be  prevented  through  counseling  and 
an  informed  consent  process  with  a  written  consent  form.  In  pro- 
grams where  women  are  given  extensive  counseling,  the  women 
who  ultimately  choose  Norplant  are  much  more  likely  to  continue 
using  it. 

However,  federally-funded  programs  are  currently  inconsistent 
in  the  amount  and  the  type  of  information  that  they  provide.  The 
recent  report,  for  example,  from  the  Native  American's  Women's 
Health,  Education  and  Resource  Center  documented  the  highly 
variable  nature  of  counseling  and  consent  regarding  Norplant 
within  the  Indian  Health  Services. 

The  network  recommends  that  the  Department  of  Health  and 
Human  Services  create  a  Federal  minimum  standard  for  a  written 
consent  form  and  that  this  consent  form  should  be  used  by  all 
health  care  agencies  which  receive  Federal  funding. 

There  is  a  successful  precedent  for  mandated  consent  of  federal- 
ly-funded health  care  programs.  For  example,  in  1976  the  Depart- 
ment of  Health  required  that  all  women  undergoing  sterilization  be 
given  a  written  consent  form. 


16 

The  current  situation  in  regard  to  Norplant,  particularly  around 
the  money  issues,  is  unacceptable.  Many  women  who  want  it  can't 
afford  it.  Other  women  who  want  to  stop  using  it  can't  afford  to 
have  it  taken  out;  and,  tragically  enough,  some  of  the  women  who 
want  to  have  it  taken  out  weren't  given  enough  information  to 
know  what  to  expect  in  the  first  place. 

Lowering  quite  clearly  the  price  of  Norplant  will  help  in  ensur- 
ing that  women  who  use  federally-funded  programs  are  fully  in- 
formed will  also  help. 

[Dr.  Cousins's  statement,  with  attachment,  may  be  found  in  the 
appendix.] 

Chairman  Wyden.  Thank  you  very  much.  Doctor,  and  we  will 
have  some  questions  in  a  moment. 

We  are  going  to  start  with  the  gentleman  from  Texas. 

Mr.  CoMBEST.  Thank  you,  Mr.  Chairman. 

The  chairman  mentioned  in  his  opening  comments  that  we  work 
on  this  subcommittee  in  a  very  bipartisan  manner.  There  is  noth- 
ing more  sym.bolic  than  the  fact  that  he  generally  lets  me  start 
first,  and  if  you  are  not  familiar  with  that  process  on  the  Hill,  it  is 
almost  unheard  of. 

I  appreciate  that  very  much,  Mr.  Chairman. 

I  guess  the  dilemma  that  one  wrestles  with  in  looking  at  these 
problems  and  others  that  we  have  been  dealing  with  as  a  subcom- 
mittee on  pharmaceuticals  is  recognizing  that  there  is  a  problem 
and  yet  not  knowing  for  certain  what  the  answer  is. 

I  would  suspect  that  each  of  you  might  come  up  with  a  different 
suggestion  as  to  what  the  price  of  Norplant  should  be.  The  risk 
that  I  fear  we  sometimes  run  in  this — and  I  don't  know  that  obvi- 
ously we  should  make  that  decision  either. 

There  has  been  an  overwhelming,  I  would  say,  in  my  own 
words — and  if  you  disagree  with  that,  please  say  that  or  let  me 
know — but  pretty  much  an  overwhelming  endorsement  of  the  qual- 
ity of  the  product  and  the  fact  that  it  does  work  very  well. 

The  fear,  I  guess,  that  I  have  is  that  if  we  are  not  careful  as  Gov- 
ernment regulating  pricing,  the  impact  that  that  might  have  on 
the  potential  of  future  such  good  products — or  such  good  products 
in  the  future,  that  if  it  is  something  that  one  cannot  recover  the 
cost  of  research,  marketing,  development,  and  all  that  sort  of  thing, 
there  may  not  be  any  incentive  to  do  that.  So  that  is  the  dilemma 
that  we  have  in  trying  to  arrive  at  how  is  the  pricing  determined. 

It  also  appears  to  me — and  this  is  where  I  want  you  to  help  me. 
In  some  charts  that  we  have  here — I  am  not  going  to  bore  you  with 
the  charts — we  have  got  estimated  cost  over  the  same  period  of 
time,  a  variety  of  methods  of  contraceptive  devices,  and  including 
the  physician  fee  for  insertion  and  removal  of  Norplant  is  some- 
where around  $660. 

The  same  chart  shows  over  the  same  period  of  time  the  cost  of 
oral  contraceptives  at  about  $1,480,  some  twice  that  amount.  Now  I 
am  again  presuming  that  would  be  the  retail  price  or  what  would 
be  charged  at  the  highest  suggested  retail. 

Dr.  DeSarno,  in  your  testimony  you  mentioned  something  that 
was  of  interest  to  me  in  that  you  could,  in  the  service  you  are  in- 
volved with,  receive  a  5-year  supply  of  oral  contraceptives  for  about 
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$60.  Is  that  common  pretty  much  among  the  rest  of  you  with  the 
services  you  are  familiar  with? 

Dr.  DeSarno.  The  federally-funded  Title  X  system  receives  their 
oral  contraceptives,  and  I  will  say  that  Wyeth  is  one  of  the  compa- 
nies that  generously  provides  those  kinds  of  contracts.  There  is 
Ortho  Pharmaceuticals  and  Wyeth-Ayerst  tend  to  give  us  nominal- 
ly priced  drugs,  which,  as  you  know,  is  10  percent  or  less  of  the 
average  manufactured  cost.  Those  are  not  prices  that  are  generally 
available  across  the  board,  although  they  can  be. 

Often  some  of  the  large  HMO's  get  their  oral  contraceptives  also 
at  very  low  cost. 

Mr.  CoMBEST.  Is  that  pretty  much  common  among  the  rest  of  the 
experience,  just  somewhere  in  that  ball  park  price  range? 

One — oh,  I  am  sorry.  Yes,  Ma'am? 

Dr.  Pollack.  That  is  the  public  sector  price.  If  you  go  into  a  drug 
store  to  buy  your  pills  because  either  you  can't  get  into  your  clinic 
on  a  Sunday  or  you  don't  go  to  one  of  those  clinics,  you  pay  some- 
where between  $16  and  $23  for  a  pack  of  pills.  There  is  a  tremen- 
dous price  difference;  that  is  important. 

Mr.  CoMBEST.  Right. 

Part  of  the  discussion  point,  of  course,  is  the  fact  that  over  the 
same  period  of  time,  while  the  up  front  cost  is  significantly  less  for 
an  individual  for  an  oral  contraceptive  or  other  methods,  that,  in 
fact,  this  is  a  5-year  program  done  once  and  it  lasts  for  5  years, 
that  there  is  a  larger  cost  involved  in  it,  but  broken  down,  day  by 
day,  that  it  might  actually  be  smaller,  and  something  that  we  may 
want  to  try  to  entertain  is  to  try  to  arrive  at  how  one  might  be 
able  to  spread  that  cost  out  so  that  it  would  be  more  comparable 
and  there  would  not  be  so  much  up  front  cost.  Even  if  we  are  dis- 
cussing the  cost  of  the  product  itself  without  the  insertion  and  re- 
moval, it  is  something  over  $360. 

In,  again,  the  services  in  which  you  are  familiar  or  involved,  do 
the  physicians  who  serve  as  advisers  or  in  some  cases  on  your 
boards  or  are  working  with  you — do  they  ever  provide  the  services 
of  insertion  and  removal  free  of  charge  to  the  folks  that  you  are 
dealing  with? 

Dr.  Maraldo.  In  our  case,  no,  sir. 

Dr.  DeSarno.  Mr.  Combest,  in  the  Title  X  system,  as  you  prob- 
ably well  know,  patients  who  are  at  100  percent  of  poverty  receive 
their  services  free,  and  so  the  insertion  and  removal  is  free,  as  is 
the  drug  itself.  So  we  are  paying  $300  for  the  drug  and  getting  no 
return. 

There  are  a  number  of  physicians  I  know  that  will,  in  fact,  put 
patients  on  a  payment  schedule  so  that  they  don't  have  to  pay  ev- 
erything up  front  in  privately  funded  practices,  but  in  the  Title  X 
system  it  is  on  a  sliding  fee  scale.  That  doesn't  help  us,  of  course, 
in  terms  of  the  budgets  of  the  Title  X  clinics  and  the  high  cost  of 
the  drug. 

Dr.  Westhoff.  I  would  just  point  out  that  for  those  of  us  who 
obtain  kits  from  the  Norplant  Foundation,  a  requirement  of  obtain- 
ing free  kits  is  that  the  clinical  care  is  provided  for  free. 

Dr.  Maraldo.  The  point  I  was  trying  to  make,  sir,  is,  we  still 
have  to  pay  the  physician. 
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Mr.  CoMBEST.  Right.  Then  that  cost  is  somewhere  in  the  neigh- 
borhood of  $300  average,  basing  this  upon  the  information  I  have 
for  the  product — the  price  of  the  product  versus  the  price  of  the 
product  including  the — so  it  would  still  then  be  then — even  if  that 
product  was  provided  to  you  free,  there  would  still  be  a  cost  then  of 
$300  for  the  insertion  and  removal,  or  approximately  $300? 

Dr.  Westhoff.  We  still  have  to  take  care  of  the  patient.  The  pa- 
tient has  to  be  counseled,  the  patient  has  to  get  routine  care,  all  of 
which  surrounds  the  insertion  and  removal  process,  and  no  matter 
what  type  of  clinician  is  providing  that  care,  there  are  some  costs 
associated  with  doing  it. 

Mr.  CoMBEST.  Just  the  procedure  in  itself  is  going  to  be — for  one 
which  is  so  apparently  successful,  is  going  to  be  significantly  higher 
if  the  product  were  provided  free  than  it  would  be  for  oral  contra- 
ceptives, for  example. 

Dr.  DeSarno.  Yes,  that  is  right. 

Mr.  CoMBEST.  Yes,  Ma'am. 

Dr.  Pollack.  In  addition  to  all  of  that,  it  is  hard  to  actually  com- 
bine the  cost  of  removal,  because  a  person  doesn't  pay  up  front  for 
the  removal,  they  pay  for  it  later  on. 

Mr.  CoMBEST.  Right. 

Dr.  Pollack.  Because  of  the  mobility  of  the  environment  that  we 
live  in,  especially  over  the  course  of  5  years,  it  is  unlikely  that 
many  of  these  women  will  come  back  to  the  same  place  for  remov- 
al, and  so  the  suggestion  that  it  be  included  in  the  up  front  cost  is 
kind  of  moot;  it  wouldn't  hold. 

Mr.  CoMBEST.  Right. 

Dr.  Pollack.  The  real  problem  right  now,  particularly  for 
women  on  Medicaid  who  get  their  Medicaid  services  for  a  period  of 
30  days  around  their  delivery,  they  can  have  their  Norplant  insert- 
ed during  those  30  days.  They  then  lose  their  Medicaid  funding, 
and  when  they  go  for  removal,  they  have  no  funds  for  removal,  and 
they  are  not  part  of  the  Medicaid  system  any  more,  and  these  are 
the  women  who,  in  many  of  the  Planned  Parenthood  clinics  and 
many  of  the  public  clinics,  are  really  creating — I  mean  they  are  in 
the  midst  of  a  terrible  problem. 

Dr.  Westhoff.  You  alluded  to  amortizing  the  price  over  a  period 
of  time  and  comparing  it  to  other  contraceptives.  I  think  something 
to  bear  in  mind  that  was  observed  in  the  clinical  trials  of  Norplant 
and  that  we  have  already  observed  in  our  clinic  is  that,  in  fact, 
about  20  percent  of  the  users  remove  it  each  year  of  use.  So  by  2Mz 
years,  about  half  the  women  have  discontinued  the  method.  The 
majority  of  women  are  not  getting  a  full  60  months  of  protection 
from  the  method. 

Mr.  Combest.  But  that  is  a  choice  they  make  themselves.  I  mean 
it  is  not  that  the  product  goes  bad  in  2V2  years,  it  is  a  choice  that 
the  individual  has  made  to  only  have  it  for  V-h  years. 

Dr.  Westhoff.  Right.  Circumstances  change;  women  may  want 
to  have  a  baby;  women  may  have  side  effects. 

Mr.  Combest.  Yes.  I  wasn't  suggesting  that  each  month  you 
make  a  payment  for  your  Norplant,  I  was  just  trying  to  think  if 
there  was  some  way  that  this  could  be  done,  that  we  could  look  at 
this  in  trying  to  look  at  it  over  a  period  of  time  which  would  be, 
again,  some  other  alternative  to  try  to  help  solve  the  dilemma. 
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Mr.  Chairman,  I  won't  abuse  the  privilege  you  gave  me  here  and 
may  come  back  later  but  I  want  to  spread  this  around  somewhat. 

Thanks. 

Chairman  Wyden.  I  thank  my  colleague. 

The  gentleman  from  Ohio.  Any  questions  at  this  time? 

Mr.  Strickland.  Mr.  Chairman,  I  am  one  of  those  individuals 
that  has  to  leave.  I  apologize.  I  have  found  the  testimony  fascinat- 
ing, and  I  intend  to  spend  some  time  looking  at  the  written  testi- 
mony, and  I  thank  you  for  being  here. 

Thank  you,  Mr.  Chairman. 

Chairman  Wyden.  I  thank  my  colleague. 

Does  the  gentleman  from  Massachusetts  have  any  questions  at 
this  time? 

Mr.  Meehan.  Mr.  Chairman,  I  got  in  late,  and  I  apologize  for 
that.  I  guess  one  question  I  do  want  to  ask  is,  is  the  quality  of  the 
product  as  high  as  the  bit  that  I  have  read  on  it  as  a  product? 

Dr.  Westhoff.  Yes.  Our  clients  that  use  it  love  that  method  and 
are  very  pleased  with  the  product. 

Mr.  Strickland.  OK.  No  further  questions  at  this  time,  Mr. 
Chairman.  Thank  you. 

Chairman  Wyden.  I  thank  my  colleague. 

Let  me  start  with  you.  Dr.  Maraldo,  if  I  could.  It  seems  to  me 
that  when  you  get  right  at  the  core  of  the  debate,  what  we  are 
really  talking  about  today  is  the  price  of  the  product  versus  the 
cost  of  producing  and  getting  that  product  to  market. 

Now,  as  I  look  at  this  whole  Norplant  issue,  I  am  essentially 
moving  to  the  conclusion  that  the  U.S.  price,  the  $365  per  device, 
has  been  set  arbitrarily  and  bears  little  actual  relationship  to  the 
cost  of  getting  it  to  the  patient.  I  gather  you  would  agree  with  that. 

Dr.  Maraldo.  Indeed. 

Chairman  Wyden.  All  right. 

Now  here  we  have  got  the  Norplant  product  [indicating  exhibit]. 
This  is  what  we  are  talking  about — excuse  me;  here  we  have  the 
Norplant  product;  and  here  we  have  5  years'  supply  of  oral  contra- 
ceptives [indicating  exhibit].  Five  years,  5  years;  two  separate  prod- 
ucts. 

Now  it  looks  to  me  like  there  is  a  whole  lot  more  product  in- 
volved in  the  oral  contraceptive  alternative,  yet  the  price,  you  are 
saying,  is  essentially  about  the  same.  Is  that  correct? 

Dr.  Maraldo.  Roughly  the  same. 

Chairman  Wyden.  All  right. 

Now  it  looks  like  Norplant's  price  has  essentially  been  pegged  to 
the  price  of  the  oral  contraceptive  alternative  even  though  with 
oral  contraceptives  we  are  looking  at  a  whole  lot  more  packaging,  a 
lot  more  product  and  complicated  use  regime.  Is  that  correct? 

Dr.  Maraldo.  Yes. 

Chairman  Wyden.  So,  would  you  say  it  is  a  pricing  strategy 
beyond  the  question  of  reducing  access,  which  all  of  you  have 
talked  about,  that  has  been  set  for  Norplant  so  that  Wyeth  can  get 
whatever  they  can  out  of  the  market? 

Dr.  Maraldo.  That  seems  to  be  the  case,  Mr.  Chairman,  yes. 

Chairman  Wyden.  Based  on  Planned  Parenthood's  experience  in 
Oregon,  Dr.  Maraldo,  I  gather  that  where  Norplant  is  available, 
there  is  enormous  interest? 
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Dr.  Maraldo.  Absolutely. 

Chairman  Wyden.  Is  it  fair  to  say  if  programs,  yours  and  others, 
could  afford  Norplant,  thousands  and  thousands  more  women  from 
coast  to  coast  would  take  this  contraceptive  option? 

Dr.  Maraldo.  Absolutely,  Mr.  Chairman,  and  I  would  add  one 
thing.  Our  affiliates  tell  me  that  they  lose  approximately  $100  for 
every  insertion.  Now  when  you  calculate  that  we  do  about  25,000 
insertions  a  year  and  you  extrapolate  that,  you  see  the  problem. 
Access  to  services  is  such  a  terrible  problem.  We  could  be  using 
those  funds  to  provide  services  for  so  many  more  women  and  their 
families. 

So,  yes,  I  think  it  is  a  serious  problem. 

Chairman  Wyden.  Let  me  just  move  on  a  bit  in  the  interest  of 
time. 

Dr.  Westhoff,  you  characterized  Wyeth's  marketing  operation  for 
Norplant  as  one  designed  to  basically  create  a  market  to  make 
money.  Now  you  and  I  and  lot's  of  others  weren't  involved  in  the 
negotiations  for  this  make  work  project  of  education  and  training, 
but  it  seems  to  me  we  are  now  paying  a  great  deal. 

From  the  public  health  standpoint,  what  kind  of  sense  does  it 
make  to  create  a  market  in  a  fashion  that  grossly  inflates  the  cost 
basis  in  order  to  inflate  the  price? 

Dr.  Westhoff.  It  is  not  a  public  health  strategy,  and  I  think  that 
perhaps  everybody  has  been  surprised  by  the  success  of  the  product 
and  the  demand  for  the  product,  and  there  was  concern  when  it 
was  initially  marketed  that  I  might  be  very  difficult  to  introduce. 
So  great  lengths  were  taken  to  make  it  desirable  at  the  high  price. 
This  is  not  the  way  we  would  try  to  introduce  something  to  bring  it 
to  the  maximum  number  of  users. 

Chairman  Wyden.  Has  a  public  price  for  the  pill  caused  women 
to  abandon  their  private  M.D.'s  and  pharmacists?  The  Wyeth 
people  are  going  to  say  that  if  there  were  a  public  price  here,  it  is 
just  pretty  much  going  to  be  the  end  of  western  civilization  because 
everybody  in  the  private  sector  is  going  to  abandon  their  private 
M.D.'s  and  run  to  these  public  clinic  for  Norplant.  Have  we  seen  a 
public  price  for  the  pill  causing  women  to  abandon  their  private 
practitioners? 

Dr.  Westhoff.  I  think  that  both  private  practitioners  and  public 
clinics  are  far  too  busy.  Women  of  all  economic  levels  have  to  un- 
dergo some  kind  of  wait  for  the  care  that  they  seek,  and  if  middle 
class  women  wanted  to  come  to  our  clinics,  I  am  not  sure  we  could 
find  room  for  them  anjrway. 

Chairman  Wyden.  Do  you  have  feeling.  Dr.  Westhoff,  that  the 
foundation — the  Norplant  Foundation's  basis  for  giving  out  these 
free  kits  is  not  so  much  for  the  sake  of  charity  but  more  to  make 
sure  that  clinicians  stay  up  to  speed  on  the  procedures  and  to 
reduce  errors  that  could  cause  Wyeth  problems  down  the  road? 

Dr.  Westhoff.  That  is  an  interesting  notion.  I  had  not  considered 
that  as  a  motivation  for  the  foundation.  I  must  say,  we  are  grateful 
to  have  the  foundation  at  all,  as  small  as  it  is. 

Chairman  Wyden.  Dr.  DeSarno,  let  me  turn  to  you,  if  I  could. 
What  has  the  foundation  been  able  to  do  to  meet  the  overall 
demand  for  the  product?  Are  they  coming  close  to  meeting  the 
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demand  that  you  all  have  been  testifying  about  with  respect  to  the 
needs  of  low-income  people? 

Dr.  DeSarno.  Oh,  not  at  all,  and  at  a  limit  of  10  kits  per  year 
per  practitioner  at  our  clinic  that  see  over  4  million  women,  they 
couldn't  come  close. 

I  have  to  admit  to  being  highly  suspicious  of  the  foundation.  I 
don't  know  if  they  are  making  those  kits  available  to  their  founda- 
tion at  the  full  price.  I  think  that  is  another  issue  that  you  might 
want  to  explore. 

Again,  any  time  we  can  get  a  free  kit,  we  obviously  will  take  ad- 
vantage of  it,  but  it  couldn't  come  close  to  matching  the  need  and 
the  demand. 

Chairman  Wyden.  I  gather  that  in  States — California  is  the  one 
that  comes  to  mind — where  there  is  an  enormous  demand,  the  kits 
that  they  are  giving  out  do  not  come  close  to  meeting  the  demand. 
Even  in  those  States  that  have  earmarked  public  money  for  the 
purchase  of  Norplant,  they  haven't  been  able  to  get  a  price  break. 
Is  that  correct? 

Dr.  DeSarno.  That  is  correct. 

Chairman  Wyden.  One  of  the  things  that  the  company  has  said 
is  that  the  price  of  the  drug  is  competitive,  indeed  cheaper,  than 
the  price  of  oral  contraceptives  used  over  the  same  period.  Have 
you  all  found  that.  Dr.  DeSarno,  in  your  clinics? 

Dr.  DeSarno.  Well,  no,  because,  again,  we  receive  our  oral  con- 
traceptives at  nominal  prices.  So  it  is  five  times  the  cost  of  having 
a  woman  on  the  pill.  It  is  making  it  virtually  impossible  for  us  to 
offer  Norplant  to  any  extent. 

As  you  know,  the  Title  X  clinics  must  offer  all  methods,  but  we 
have  many  clinics  that  can  only  offer  one  Norplant  a  year.  Other 
clinics  are  put  in  the  position  of  having  to  go  out  to  raise  private 
dollars,  which  I  think  is  a  double  whammy  to  the  taxpayer  who 
subsidized  the  development  of  this  drug  and  now  are  giving  tax-de- 
ductible dollars  to  buy  Norplant  kits  at  full  price. 

Chairman  Wyden.  What  do  you  think  would  be  an  appropriate 
price  at  the  public  clinics,  given  this  extensive  array  of  taxpayer 
subsidies  and  Federal  assistance,  Dr.  DeSarno? 

Dr.  DeSarno.  I  think  that  the  nominal  price  is  a  fair  one,  which 
is  10  percent  of  their  average  manufactured  price.  We  know  that 
they  will  still  be  making  dollars. 

As  I  say,  I  remain  mystified  of  why  they  don't  want  this  market 
when  we  are  willing  to  provide  safeguards  that,  in  fact,  middle 
class  women  who  have  access  to  either  dollars  or  insurance  policies 
would  not  get  it  at  that  price. 

Chairman  Wyden.  In  terms  of  the  overall  need  that  would  be 
filled,  I  gather  that  you  have  indicated  that  if  the  price  were  $175 
per  kit,  15,000  additional  kits  could  be  purchased  annually.  Is  that 
correct? 

Dr.  DeSarno.  That  is  right,  and  those  are  1991  figures.  I  think 
that  those  would  go  up  now.  In  FY  92  our  appropriation  for  Title  X 
went  up,  and  I  think  that  those  figures  would  go  up. 

Chairman  Wyden.  Would  it  be  fair  to  say  that  if  the  price  was  at 
the  nominal  level  that  you  are  talking  about,  such  as  is  found  in 
other  countries,  perhaps  an  additional  100,000  kits  could  be  provid- 
ed annually? 
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Dr.  DeSarno.  Oh,  I  am  absolutely  convinced  of  it. 

Chairman  Wyden.  Convinced  of  100,000  additional  kits? 

Dr.  DeSarno.  Absolutely. 

Chairman  Wyden.  Dr.  Pollack,  you  raised  point  of  the  role  of  the 
Federal  Government,  and  I  share  the  view  of  my  friend  from  Texas 
on  this  matter  of  incentives  wherever  we  possibly  can.  You  talked 
about  the  matter  of  incentives  to  create  a  climate  for  the  private 
sector  to  bring  contraceptives  to  market.  What  kind  of  incentives 
do  you  feel  are  currently  lacking? 

Dr.  Pollack.  Are  currently  lacking? 

Chairman  Wyden.  Yes. 

Dr.  Pollack.  Well,  in  the  case  of  Norplant,  the  infrastructure, 
just  as  in  our  health  care  system,  just  doesn't  support  economic  use 
of  contraceptive  methods  or  even  general  consideration. 

As  I  mentioned,  many  of  the  women  who  even  go  to  private 
health  care  providers  and  are  insured,  are  not  insured  for  their 
contraceptive  method,  which  is  appalling,  I  think,  considering  that 
many  of  those  insurance  policies  cover  abortion  services.  We  are 
defeating  the  purposes  of  making  contraceptives  available  and  wid- 
ening the  market,  and  so  for  me,  the  problem  is  bigger  than  just 
the  price  of  Norplant,  it  is  the  price  of  all  of  our  contraceptive 
methods,  and  it  is  the  access  to  those  methods,  and  the  price  that 
we  pay  is  clearly  tremendous  in  terms  of  taxpayer  dollars. 

Chairman  Wyden.  Dr.  Cousins,  one  of  the  points  that  you 
made — your  statement  was  excellent — and  I  found  pretty  strik- 
ing— is  that  not  only  are  women  having  their  choices  limited  ini- 
tially where  we  have  so  many  people,  as  Dr.  Maraldo  was  saying, 
and  not  able  to  purchase  it,  but  I  gather  what  you  are  seeing  in  the 
programs  that  you  are  associated  with  is  that  women  have  their 
choices  limited  all  down  the  line  because  if  they  even  choose  at 
some  point  to  opt  for  removal  of  the  device,  there  are  not  the  re- 
sources that  are  needed  to  ensure  that  they  have  that  choice.  Is 
that  correct? 

Dr.  Cousins.  That  is  correct. 

One  of  the  very  striking  things  that  I  observe  within  the  groups 
of  women  with  whom  I  have  worked  is  that  when  Norplant  first 
came  out,  that  there  was  a  rush,  so  to  speak,  to  go  out  and  to  get  it. 
I  think  what  was  difficult  was  the  knowledge  in  terms  of  the  side 
effects  of  Norplant  were  certainly  problematic. 

Many  of  the  women  went  on  to  have  Norplant  inserted,  but  a  sig- 
nificant number  of  the  women  also,  because  of  difficult  difficulties 
with  Norplant,  wanted  to  have  it  removed,  and  that  certainly  for 
me  was  the  beginning  in  looking  at  seeing  what  the  difficulties 
were,  and  for  most  of  the  women,  because  they  were  in  change, 
flux,  coming  off  of  the  Medicaid  system,  or  because  they  were 
among  the  working  poor,  having  the  removal  of  Norplant  was 
something  that  was  extremely  difficult,  and  the  money  just  was  not 
there. 

Chairman  Wyden.  What  is  your  view  on  this  Wyeth  argument 
that  if  there  was  a  break  for  clinics  for  low-income  folks,  that  there 
would  be  some  sort  of  rush  from  the  private  sector  to  head  to  your 
programs? 

Dr.  Cousins.  I  am  not  real  sure  that  I  am  that  well  versed  and 
familiar  with  the  rush  theory,  so  to  speak.  I  think  that,  from  the 
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private  sector,  that  there  probably  is  a  lot  more  knowledge  and  a 
lot  more  of  a  cautious  approach  in  terms  of  the  movement  toward 
accessing  the  Norplant.  I  am  not  sure  that  you  would  get  the  rush 
that  was  there. 

I  think  certainly,  however,  that  if  in  dealing  with  the  price  piece 
that  was  there,  that  you  would  certainly  see  a  higher  use  if  the 
price  were  lowered. 

Chairman  Wyden.  OK. 

All  of  you  have  been  excellent.  We  are  going  to  go  forward.  We 
have  got  several  more  panels.  But  I  must  tell  you,  I  personally 
think  that  this  situation  ought  to  be  an  outrage  to  every  taxpayer 
in  America.  I  mean  to  literally  see  U.S.  tax  dollars  subsidize  the 
purchase  of  this  needed  contraceptive  in  the  Third  World  and  then 
to  find,  as  each  one  of  you  have  said  this  morning,  that  women  who 
want  this  drug  more  than,  I  guess,  anything  else  in  terms  of 
women's  health  care,  can't  get  it,  is  absolutely  unacceptable,  and  I 
am  committed  to  turning  this  around  and  going  to  work  with  my 
colleagues  to  do  it. 

We  thank  you  for  an  excellent  presentations  and  I  hope  that  we 
can  get  together  again  soon  and  talk  at  that  time  about  some  price 
relief  for  this  overpriced  contraceptive  rather  than  the  many  prob- 
lems all  of  you  and  those  who  are  on  the  front  lines  are  having  in 
getting  health  care  to  women. 

Our  next  panel:  Dr.  Jacqueline  Forrest,  Alan  Guttmacher  Insti- 
tute, New  York,  New  York;  Dr.  C.  Wayne  Bardin,  M.D.,  the  Popu- 
lation Council  of  New  York;  Dr.  Mark  W.  Deitch,  M.D.,  Wyeth  Lab- 
oratories, Philadelphia;  Dr.  Mary  Ann  Leeper,  Ph.D.,  Wisconsin 
Pharmacal;  and  Dr.  Carpenter,  Stanford  University  Center  for  Bio- 
medical Ethics. 

We  thank  all  of  you  for  coming.  Thank  you  for  your  patience. 

It  is  the  practice  of  our  subcommittee  to  swear  all  the  witnesses 
who  come  before  the  subcommittee.  Do  any  of  you  have  any  objec- 
tion to  being  sworn  as  a  witness?  Please  rise  and  raise  your  right 
hand. 

[Witnesses  sworn.] 

Chairman  Wyden.  Why  don't  we  begin  with  your  Dr.  Forrest. 
We  would  like  to  ask  all  of  you  to  try  to  adhere  to  the  5-minute 
rule.  We  will  make  your  prepared  remarks  a  part  of  the  hearing 
record  in  their  entirety. 

Welcome. 

TESTIMONY  OF  JACQUELINE  DARROCH  FORREST,  VICE 
PRESIDENT  FOR  RESEARCH,  THE  ALAN  GUTTMACHER  INSTITUTE 

Dr.  Forrest.  Thank  you.  I  am  Jacqueline  Darroch  Forrest.  I  am 
vice  president  for  research  for  the  Guttmacher  Institute,  a  nonprof- 
it organization  for  research,  and  public  policy  work  in  reproductive 
health  issues. 

The  Federal  Government  has  taken  two  important  steps  over  the 
past  two  decades  to  assure  that  birth  control  methods  will  be  avail- 
able to  Americans  and  will  be  accessible  to  all  people  regardless  of 
their  incomes.  The  Federal  Government  funds  contraceptive  re- 
search and  development  which  helped  produce  the  method  that  we 
are  talking  about  today,  and  it  established  the  Federal  Family 
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Planning  Program  funded  through  Title  X  of  the  Public  Health 
Service  Act  to  help  provide  low-cost  and  free  services  to  women 
who  had  difficulty  obtaining  them  in  the  private  sector. 

The  marketing  of  Norplant  in  the  United  States  raises  some  im- 
portant issues  in  this  context.  Some  are  specific  to  this  method,  and 
some  are  general  issues  regarding  long-acting  reversible  contracep- 
tives. 

As  we  have  heard  in  the  past  panel,  in  the  private  sector  Nor- 
plant is  competitively  priced  if  women  use  it  for  the  full  5-year 
period,  although  what  we  also  heard  is  that  even  in  the  clinical 
trials  fewer  than  half  of  the  women  used  it  even  for  3  years. 

But  Norplant  is  expensive  in  the  short  term  because  users  must 
pay  for  the  full  cost  up  front  rather  than  spread  the  cost  in  small 
increments  as  they  do  for  other  reversible  methods  like  condoms, 
oral  contraceptives,  and  the  contraceptive  injection. 

The  high  up-front  price  for  Norplant  means  that  many  women 
who  have  low  or  moderate  incomes  but  have  no  health  insurance 
coverage  for  contraceptive  services  and  supplies  cannot  afford  this 
method.  Such  women  generally  seek  assistance  from  publicly- 
funded  family  planning  clinics  which  provide  contraceptive  services 
to  nearly  5  million  women  annually. 

Most  of  these  clinics  receive  Federal  Title  X  funding  which  re- 
quires them  to  serve  women  under  100  percent  of  poverty  at  no 
charge  and  women  who  are  between  100  and  200  percent — excuse 
me — 100  and  250  percent  of  the  Federal  poverty  level  on  a  sliding 
scale  basis. 

The  problem  of  the  high  up-front  price  for  Norplant  is  exacerbat- 
ed for  these  publicly-funded  clinics.  Funding  for  the  Title  X  Family 
Planning  Program  dropped  steeply  over  the  past  decade,  and,  as  we 
have  heard,  although  pharmaceutical  companies,  including  Wyeth- 
Ayerst,  make  oral  contraceptives  and  other  reversible  methods 
available  to  public  clinics  at  deeply  discounted  prices,  no  such 
public  sector  price  has  been  set  for  Norplant. 

Many  family  planning  clinics  then  cannot  afford  to  provide  the 
contraceptive  implant  to  their  clients.  Many  others  are  only  able  to 
provide  it  to  those  women  who  are  covered  by  Medicaid. 

In  family  planning  clinics  in  the  United  States,  approximately 
six  out  of  every  seven  women  receiving  contraceptive  services  has 
an  income  below  150  percent  of  poverty.  However,  only  one  out  of 
seven  is  covered  by  the  Medicaid  Program,  so  the  coverage  that 
comes  through  Medicaid  only  touches  a  small  proportion  of  the 
public  sector  clinics'  patients. 

For  example,  in  Planned  Parenthood  clinics,  12  percent  of  their 
clients  are  covered  by  Medicaid.  However,  Medicaid  clients  com- 
prise 69  percent  of  all  women  receiving  Norplant  in  Planned  Par- 
enthood clinics.  We  are  currently  doing  preliminary  analysis  of  two 
national  surveys  that  the  institute  has  recently  conducted,  and 
those  data  seem  to  show  that  Norplant  use  is  even  more  heavily 
concentrated  among  women  covered  by  Medicaid  in  other  kinds  of 
publicly-funded  clinics,  such  as  community  health  centers,  hospi- 
tals, and  clinics  run  by  State  and  local  health  departments. 

The  example  of  Norplant  illustrates  the  extensive  degree  to 
which  public  sector  providers  as  well  as  the  women  they  serve  have 
become  dependent  on  the  pharmaceutical  companies  and  the  com- 
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panies'  commercial  interests  which  have,  except  in  the  case  of  Nor- 
plant, led  them  to  offer  deeply  discounted  supplies  to  public  clinics. 

In  this  case,  however,  Norplant,  the  decision  regarding  the  price 
of  this  contraceptive  method  was  not  only  made  unilaterally  but  is 
especially  of  concern  because  of  the  role  of  public  funding  in  the 
development  of  the  method. 

It  is  possible  but  by  no  means  certain  that  the  passage  of  compre- 
hensive health  care  reform  will  provide  relief  from  these  problems. 
If  health  care  reform  passes  but  contraceptive  drugs  and  devices 
are  not  covered,  the  situation,  if  anything,  could  worsen.  Contra- 
ceptives could  then  be  left  out  of  bulk  purchasing  agreements  with 
large  groups  of  providers,  Medicaid  might  not  continue  to  cover  all 
contraceptive  supplies,  and  it  is  unlikely  or  at  least  questionable 
whether  preferential  pricing  would  continue  to  be  available  for 
public  sector  providers. 

If  contraceptive  services  and  supplies  are  not  covered  under 
health  care  reform,  pills  and  other  methods  could  also  become  inac- 
cessible to  low-income  women,  severely  depleting  their  contracep- 
tive choices.  A  worst  case  scenario  that  was  referred  to  in  the  last 
panel  is  that  contraceptive  use  would  decrease  with  a  concomitant 
rise  in  unintended  pregnancy. 

As  we  look  and  as  you  look  for  ways  to  increase  future  availabil- 
ity of  the  wide  range  of  contraceptive  methods,  the  impact  of  the 
Norplant  experience  on  research  should  also  be  considered. 

In  the  near  future,  we  are  more  likely  to  see  shorter-term  meth- 
ods, such  as  implants  that  are  effective  for  1  or  3  years,  methods 
that  may  present  many  of  the  same  cost  issues  such  as  the  difficul- 
ty of  the  up  front  payment  versus  the  length  of  time  of  use  of  the 
method. 

The  Contraceptive  Research  and  Development  Branch  of  NICHD 
received  a  40  percent  decrease  in  funding  in  the  last  year.  While 
this  is  probably  not  related  to  the  issue  with  Norplant,  there  are 
concerns  about  the  continued  public  commitment  to  contraceptive 
research  and  development  when  these  methods  are  not  then  made 
available  to  all  people  in  the  United  States. 

So,  in  conclusion,  we  commend  your  careful  look  at  what  is 
needed  to  make  methods  available  on  an  equitable  basis  through- 
out the  United  States.  We  know  that  U.S.  funds  are  being  used  by 
AID  to  purchase  Norplant  at  a  public  sector  price  for  poor  women 
in  developing  countries,  and  it  certainly  raises  the  question  of 
whether  the  providers  in  this  country  who  are  also  funded  by  U.S. 
funds  through  Title  X  shouldn't  have  the  same  opportunity  to 
make  Norplant  available  to  their  low-income  clients. 

[Dr.  Forrest's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Doctor,  thank  you  very  much.  We  have  en- 
joyed working  with  you  all  there  at  the  institute  for  many  years  on 
a  variety  of  issues.  We  do  have  a  procedural  vote  on  the  Brady  bill 
on  the  Floor  right  now.  So  let  us  say  we  will  take  a  break  for  10 
minutes,  and  we  will  come  back  and  we  will  pick  up  our  friend.  Dr. 
Bardin,  at  that  time. 

[Recess.] 

Chairman  Wyden.  The  subcommittee  will  come  back  to  order. 
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Let  us  turn  now  to — I  would  like  to  ask  our  guests  to  be  quiet  if 
they  could.  We  want  to  welcome  Dr.  Bardin  whom  we  have  known 
through  his  excellent  work  at  the  Population  Council. 

Please  proceed. 

TESTIMONY  OF  C.  WAYNE  BARDIN,  VICE  PRESIDENT,  THE 
POPULATION  COUNCIL,  INC. 

Dr.  Bardin.  Mr.  Chairman,  members  of  the  committee,  I  am 
Wayne  Bardin,  vice  president  of  the  Population  Council,  and  I 
direct  a  team  of  scientists  who  developed  Norplant  Implants. 

I  would  like  to  invite  the  guests  in  the  room  to  turn  to  page  7 
and  8  of  my  testimony,  because  there  are  two  tables  there  that  will 
be  of  interest  later  on  in  my  presentation. 

Before  giving  details  on  how  the  Norplant  method  was  developed, 
I  would  like  to  tell  you  why  it  was  developed.  The  Population  Coun- 
cil is  an  international  not-for-profit  research  organization  that 
seeks  the  solution  to  population  problems.  One  of  our  goals  is  to 
enable  couple  to  improve  health  and  well-being  through  adoption  of 
family  planning.  Our  Contraceptive  Development  Program  rests  on 
the  belief  that  a  wider  choice  of  methods  will  result  in  increased 
use  of  contraception  by  men  and  women.  We  develop  new  methods, 
therefore,  to  expand  options,  choices,  and  access. 

Population  Council  scientists  first  began  laboratory  trials  of  im- 
plants in  1966  and  tested  them  in  humans  in  1968.  The  six-capsule 
method  that  later  became  Norplant  implants  was  completed  in 
1974.  In  1983,  Finland  became  the  first  country  to  approve  this 
method.  The  FDA  approved  Norplant  implants  in  December  of 
1990  and  Wyeth-Ayerst  marketed  the  product  in  1991. 

Over  2  million  women  around  the  world  use  the  Norplant  im- 
plants. In  a  few  years,  the  council  expects  to  file  an  NDA  on  Nor- 
plant II  implants,  an  improved  version  of  the  Norplant  method. 

Now  turn  to  pages  6  and  7,  and  let's  look  at  the  cost. 

The  cost  of  Norplant  development  includes  both  Norplant  and 
Norplant  II  systems.  The  total  spent  by  the  council  from  1966 
through  1993  for  research  and  development  of  Norplant  and  Nor- 
plant II  was  $2.3  million.  That  is  line  l.C  in  Table  1. 

The  U.S.  Agency  for  International  Development — USAID — pro- 
vided the  only  U.S.  Government  funds,  $9.5  million. 

In  addition  to  the  R&D  costs,  the  council  spent  $16  million  on 
Norplant  introduction  activities  throughout  the  world — that  is  line 
2.C— and  of  this,  USAID  provided  $7.7  million.  Of  the  total  money 
spent  by  the  council,  41  percent  came  from  USAID  for  R&D  and 
introductory  activities. 

In  Table  2,  we  list  the  more  than  16  donors  that  contributed  to 
Norplant  implant  R&D  and  the  nine  donors  that  funded  the  intro- 
duction. Just  as  progress  on  Norplant  and  Norplant  II  attracted 
new  donors  to  the  council's  research  efforts,  these  activities  also  le- 
veraged support  from  Leiras,  Wyeth,  and  other  companies  who 
spend  large  sums  of  money  on  manufacturing  procedures  and  intro- 
duction. That  is  line  3  and  4  of  Table  1.  The  total  costs  for  all  de- 
velopment activities  of  Norplant  implants  now  exceeds  over  $100 
million — Table  1. 
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Wyeth  first  came  into  the  picture  in  1969  when  it  allowed  the 
council  to  develop  implants  with  its  new  synthetic  progestin,  Le- 
vonorgestrel.  The  advantage  to  the  council  was  that  it  was  able  to 
use  an  extensively  studied  drug  that  had  already  been  proved  safe 
and  effective. 

When  the  Norplant  system  showed  promise  in  clinical  trials, 
Wyeth  was  not  yet  certain  that  they  wished  to  manufacture  or 
market  this  contraceptive.  As  a  consequence,  they  permitted  the 
council  to  license  Leiras  of  Finland  to  manufacture  and  distribute 
in  the  public  sector.  Wyeth  then  licensed  Leiras  to  market  in  the 
private  sector  in  Finland,  Sweden,  and  other  countries.  Wyeth  re- 
tained the  right  to  market  both  in  the  public  and  private  sector  in 
the  United  States  and  Canada. 

The  Population  Council  has  always  sought  a  public  sector  price 
for  organizations  that  distribute  in  developing  countries.  Accord- 
ingly, the  council  arranged  for  USAID  to  pay  public  sector  prices 
for  bulk  purchases  for  distribution  in  developing  countries.  The 
council  did  its  best  to  secure  an  immediate  public  sector  price  for 
Norplant.  Our  bargaining  power  was  limited.  We  did,  however,  suc- 
ceed in  obtaining  a  public  sector  price  that  will  begin  in  2  years. 
We  at  the  council  strongly  believe  that  every  woman  who  wants  to 
use  Norplant  or  any  other  contraceptive,  for  that  matter,  should 
have  access  to  it. 

Early  in  its  history,  the  council  granted  royalty-free  licenses 
under  which  some  50  million  lUD's  were  distributed  without  any 
return  to  the  public  sector.  Finally,  several  of  our  donors  protested 
and  required  that  we  seek  a  royalty.  Thus  the  council  adopted  a 
policy  whereby  royalties  would  be  collected  on  all  products  and  the 
moneys  returned  to  the  public  sector  to  finance  further  contracep- 
tive research  and  development.  The  council's  policy  calls  for  a 
small  royalty  based  on  the  percentage  of  sales.  We  are  always 
happy  when  this  royalty  is  small. 

The  history  of  Norplant  implants  is  a  success  story  for  the  public 
sector  involving  scientists,  donors,  and  industry.  All  can  be  proud 
of  this  achievement.  However,  there  are  still  major  problems  re- 
garding the  future  of  contraceptive  research  in  the  United  States 
that  I  would  like  to  bring  to  your  attention  if  there  is  time  in  the 
questioning  period. 

I  thank  you  very  much,  Mr.  Chairman,  for  the  opportunity  to 
speak  to  this  committee. 

[Dr.  Bardin's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Doctor,  thank  you  very  much  for  excellent 
testimony,  and  I  know  we  will  have  some  questions  to  explore  here 
in  a  few  moments. 

Let  us  move  now  to  Dr.  Deitch. 

Welcome. 

TESTIMONY  OF  MARC  W.  DEITCH,  VICE  PRESIDENT,  MEDICAL 
AFFAIRS  AND  MEDICAL  DIRECTOR,  WYETH-AYERST  LABORA- 
TORIES 

Dr.  Deitch.  Thank  you,  Mr.  Chairman. 

I  am  Dr.  Mark  Deitch,  vice  president,  medical  affairs,  and  medi- 
cal director  of  Wyeth-Ayerst  Laboratories. 
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I  will  try,  Mr.  Chairman,  to  summarize  my  written  statement, 
and  I  appreciate  the  fact  that  the  entire  statement  will  be  included 
in  the  record. 

Chairman  Wyden.  Without  objection,  that  will  be  done  in  your 
case.  Doctor,  and  for  all  of  our  witnesses. 

Dr.  Deitch.  Thank  you. 

Wyeth-Ayerst  is  a  recognized  leader  in  women's  health  care 
products  including  contraceptives.  We  are  proud  that  our  more 
than  50  years  of  efforts  in  this  area  have  resulted  in  many  impor- 
tant products  now  available  to  women,  and  we  are  confident  that 
our  recently  expanded  efforts  will  continue  to  bear  fruit. 

Our  commitment  to  contraceptives,  however,  has  not  been  easy. 
It  is  a  commitment  most  other  pharmaceutical  manufacturers 
quite  consciously  have  declined  to  make. 

As  you  know  so  well,  Chairman  Wyden,  over  the  last  several  dec- 
ades, there  has  been  little  research  by  the  private  sector  on  contra- 
ceptive products.  The  reason  for  it  is  simple.  All  pharmaceutical  re- 
search and  development  is  risky.  Especially  in  the  area  of  contra- 
ception, it  is  even  more  risky. 

The  perceived  unfavorable  risk/ reward  ratio  has  led  most  compa- 
nies to  commit  their  capital  elsewhere.  The  market's  special  risks 
are  well  recognized  but  difficult  to  avoid.  Liability  is  one.  Products 
linked  to  reproduction  may  at  first  appear  to  have  a  reasonable 
rate  of  return  but  can  become  an  economic  drain  after  decades  of 
litigation. 

More  fundamentally,  contraceptive  products  are  both  politically 
and  socially  controversial,  and  that  controversy  can  result  in  an 
endless  series  of  problems  for  a  pharmaceutical  company.  Some 
people  believe  that  the  products  are  social  evils  that  should  not  be 
sold  at  all,  while  others  believe  that  contraceptives  are  social  goods 
which  should  be  priced  as  a  nonprofit  public  service. 

I  ask  the  subcommittee  to  step  back  and  attempt  to  view  the 
matter  in  broad  perspective.  Sitting  here  today,  it  is  easy  to  view 
Norplant  as  a  breakthrough  product,  the  first  breakthrough  contra- 
ceptive in  30  years.  It  is  now  clear  that  for  many  women  it  holds 
significant  advantages  over  existing  contraceptive  options. 

However,  look  at  Norplant  as  we  did  just  a  few  years  ago.  Nor- 
plant was  anything  but  an  obvious  success.  It  had  failed  to  be  ac- 
cepted in  industrialized  countries  despite  years  of  availability,  and 
most  analysts  viewed  its  potential  in  the  United  States  as  modest 
at  best. 

We  believe  that  Norplant's  success  in  the  United  States  is,  to  a 
certain  measure,  due  to  the  investment  Wyeth-Ayerst  made  and 
the  risks  we  have  taken  in  making  the  product  available  in  the 
United  States  with  a  genuinely  unprecedented  level  of  educational 
support  and  training  for  health  care  professionals. 

The  Norplant  system's  safety  and  efficacy  is  equal  to  contracep- 
tives, yet  it  eliminates  the  critical  compliance  issues  of  birth  con- 
trol pills.  It  is  more  effective  than  both  lUD's  and  barium  methods, 
and  it  enables  users  and  society  to  realize  the  benefits  of  reduced 
contraceptive  failure. 

The  success  of  Norplant  continues  to  contribute  to  a  reduction  in 
unplanned  pregnancies.  Since  1991,  the  Norplant  system  has  pro- 
duced a  net  savings  to  the  health  care  system  of  nearly  $300  mil- 
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lion  in  costs  that  would  have  been  incurred  as  a  result  of  contra- 
ceptive failures  by  users  of  other  methods,  including  the  medical 
costs  associated  with  such  pregnancies. 

Wyeth-Ayerst  sells  the  Norplant  system  in  this  country  for  $365. 
This  comes  out  to  20  cents  a  day  over  its  5-year  life,  considerably 
less  than  the  price  of  oral  contraceptives.  As  the  charts  we  have 
provided  to  you  illustrate,  even  when  its  insertion  and  removal 
costs  are  factored  in,  Norplant's  cost  is  in  the  middle  of  the  range 
of  available  contraceptive  options,  including  spermicidal  foams, 
condoms,  diaphragms,  and  oral  contraceptives. 

I  can  think  of  no  other  segment  of  the  pharmaceutical  mdustry, 
nor  indeed  of  any  industry,  in  which  a  breakthrough  product 
having  this  relative  price  profile  would  be  considered  overpriced.  If 
a  company  cannot  hope  to  provide  a  significantly  improved  product 
at  a  price  at  least  equal  to  the  existing  options  in  a  mature  and 
competitive  market,  potential  investors  will  have  little  incentive  to 
invest  in  product  development  in  that  area. 

We  recognize  that,  though  Norplant  is  a  reasonably  priced  con- 
traceptive option,  there  are  women  who  want  it  but  may  not  be 
able  to  afford  it,  or  at  least  who  cannot  afford  it  without  difficulty. 
Wyeth-Ayerst  has  recognized  this  issue  and  moved  to  address  it  in 
1991  through  the  establishment  of  the  Norplant  Foundation.  The 
foundation  has  already  made  Norplant  available  to  13,000  women 
free  of  charge,  and  Wyeth-Ayerst  has  committed  assistance  valued 
at  $8.4  million  through  the  end  of  1994. 

We  have  also  produced  the  cost-effectiveness  and  cost  saving  data 
which  led  to  Norplant  coverage  by  Medicaid,  HMO's,  and  private 
insurers,  entities  which  usually  do  not  cover  the  less  effective  con- 
traceptives, r   1      Ti 

Dr.  Bardin's  testimony  here  today  gives  the  details  of  the  Popula- 
tion Council's  and  Wyeth-Ayerst's  role  in  the  development  of  Nor- 
plant. The  arrangement  struck  by  Wyeth-Ayerst  and  the  Popula- 
tion Council  was  fair  and  reasonable  from  both  partners'  perspec- 
tives, and  it  must  be  judged  like  any  negotiation,  by  the  consider- 
ations and  uncertainties  the  parties  faced  at  the  time. 

Many  within  Wyeth-Ayerst  like  many  outside  the  company 
doubted  that  the  product,  while  safe  and  effective,  would  be  suc- 
cessful in  the  marketplace.  It  had  not  been  widely  accepted  in 
Europe.  Among  the  concerns  were  the  necessity  of  insertion  and  re- 
moval by  medical  personnel,  public  acceptance  of  a  5-year  contra- 
ceptive, and  the  general  social  controversy  Norplant  might  encoun- 
ter. Coupled  with  this  was  the  fact  that  Wyeth-Ayerst  would  have 
to  create  the  market,  with  an  unprecedented  and  expensive  pro- 
gram to  educate  physicians  and  other  health  care  providers  on  the 
product  and  its  insertion  and  removal.  In  short,  Wyeth-Ayerst's  de- 
cision to  commit  to  Norplant  was  both  risky  and  controversial. 

There  are  three  principal  elements  of  the  arrangement  between 
Wyeth-Ayerst  and  the  Population  Council:  A  licensing  fee,  public 
sector  discounting,  and  assumption  of  liability  by  Wyeth-Ayerst. 

For  the  first  5  years  after  FDA  approval,  during  which  Wyeth- 
Ayerst  had  to  create  the  market  for  this  product,  Wyeth-Ayerst 
would  pay  the  Population  Council  a  licensing  fee.  After  5  years, 
Wyeth-Ayerst  would  also  provide  a  public  sector  discount. 
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Let  me  address  briefly  one  other  issue  you  have  raised,  Mr. 
Chairman,  the  one-price  policy  for  Norplant.  This  policy  is  actually 
the  initial  phase  of  a  two-part  plan.  The  policy  applies  during  the 
5-year  period  after  FDA  approval.  Thereafter,  under  our  agreement 
with  the  Population  Council,  there  will  be  a  discount. 

This  policy  was  necessitated  by  the  unique  nature  of  Norplant. 
To  be  assured  that  it  would  be  widely  accepted  in  the  public  sector, 
Wyeth-Ayerst  understood  that  it  also  had  to  be  accepted  in  the  pri- 
vate sector.  If  the  product  came  to  be  seen  as  one  for  public  sector 
clinics  and  lower-income  users,  we  knew  it  would  not  be  well  ac- 
cepted broadly.  We  also  knew  we  had  to  achieve  a  pricing  system 
for  Norplant  that  would  not  disrupt  the  doctor-patient  relationship 
and  which  fostered  and  maintained  private  sector  interest  in  the 
product.  Market  experience  to  date  has  borne  this  out.  Wyeth- 
Ayerst  set  out  to  make  Norplant  a  mainstream  contraceptive,  and 
so  far  it  has  succeeded. 

We  believe  the  concerns  about  a  public  sector  discount  disrupting 
private  sector  use  of  Norplant  are  well  founded  because  Norplant 
is  paid  for  up  front.  Patients  might  be  tempted  to  leave  their  per- 
sonal physicians  to  purchase  Norplant  at  a  discount  at  a  public 
clinic.  Similarly,  there  would  be  no  incentive  for  physicians  to  take 
the  time  to  learn  the  important  counseling  skills  as  well  as  the  in- 
sertion and  removal  procedures  and  to  become  familiar  with  the 
product. 

Wyeth-Ayerst  has  expended  great  effort  and  resources  in  train- 
ing physicians  and  other  health  care  professionals,  and  this  effort 
continues.  Physicians  do  not  just  prescribe  Norplant,  they  have  to 
purchase  it  as  well  as  insert  and  remove  it. 

Two-tier  pricing  of  a  product  like  Norplant  would  encourage 
HMO's  and  insurance  companies  to  deny  coverage  and  steer  pa- 
tients to  public  clinic  alternatives.  For  the  private  market  to  take 
hold  early  on  and  sustain  itself,  it  must  not  be  undermined  by  a 
less  expensive  public  sector  alternative.  It  is  essential  to  remember 
that  a  large  discounted  public  sector  inevitably  requires  a  higher 
private  sector. 

Let  me  conclude  by  addressing  the  issue  of  future  research  and 
development  in  contraceptives.  Wyeth-Ayerst  Laboratories  is  cur- 
rently engaged  in  more  than  40  projects  that  focus  directly  on 
women's  health  issues.  Among  our  research  efforts  are  other  new 
contraceptives  utilizing  innovative  delivery  systems.  We  have  fur- 
ther strengthened  our  commitment  by  establishing  the  Wyeth- 
Ayerst  Women's  Health  Institute  which  addresses  the  special  care 
needs  of  women  in  all  aspects  of  their  lives. 

I  know,  Mr.  Chairman,  that  you  and  other  advocates  for  women's 
reproductive  health  would  like  to  see  other  companies  join  Wyeth- 
Ayerst  in  its  vigorous  commitment  to  women's  health  care  and  to 
contraceptive  innovation.  But  I  can  assure  you,  if  a  revolutionary 
contraceptive  product  facing  uncertain  prospects  at  its  launch  is 
considered  overpriced  when  it  costs  less  than  existing,  less  effec- 
tive, and  less  convenient  competitive  options,  other  companies  will 
not  join  us. 

I  would  be  delighted  to  respond  in  detail  on  these  points  and  any 
others  of  interest  to  the  subcommittee  and  its  members. 
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[Dr.  Deitch's  statement,  with  attachments,  may  be  found  in  the 
appendix.] 

Chairman  Wyden.  Doctor,  thank  you  very  much,  and  that  is  very 
helpful,  and  we  will  have  some  questions.  I  just  want  to  see  one 
point,  though,  before  we  move  on. 

Are  you  announcing  today  for  the  first  time  that  there  will  be  a 
public  price,  a  discounted  price,  that  you  will  be  offering  for  Nor- 
plant to  various  programs  like  the  Population  Council,  Medicaid, 
and  the  like?  . 

Dr.  Deitch.  As  I  explained  in  the  testimony  and  we  discussed  in 
detail,  the  nature  of  the  agreement  with  the  Population  Council 
and  Wyeth-Ayerst  was  one  that  included  the  provision  for  a  public 
sector  discount  to  become  effective  after  5  years,  after  one  cycle  of 
Norplant.  As  you  know,  it  is  a  5-year  contraceptive.  That  will 
become  effective  in  5  years. 

The  reason  for  that  was,  by  nature  of  the  agreement,  that  it  was 
fairly  clear  that  introducing  a  new  and  novel  breakthrough  contra- 
ceptive method  like  the  Norplant  system,  which  was  the  first  con- 
traceptive method  available  to  American  women  that  would  pro- 
vide 5  years  of  uninterrupted,  inexpensive,  highly  effective  contra- 
ception, that  it  would  be  important  to  overcome  many  of  the  road- 
blocks which  I  alluded  to— social  controversy,  number  one;  the  fact 
that  this  was  a  5-year  method,  none  other  existed;  the  fact  that  no 
one  was  available  in  the  United  States  with  the  adequate  train- 
ing  

Chairman  Wyden.  We  understand  your  concern  about  those 
issues,  but,  again,  are  you  announcing  publicly  for  the  first  time 
that  there  will  be  a  discounted  price  for  Norplant? 

Dr.  Deitch.  Mr.  Chairman,  we  felt  it  was  necessary,  by  the 
nature  of  your  inquiry  into  our  product  and  the  attention  that  was 
being  drawn  to  this,  that,  while  we  had  intended  to,  with  our 
agreement  and  legal  agreement  with  the  Population  Council,  to 
keep  that  confidential,  for  many  reasons,  especially  competitive 
reasons,  that  we  are  in  fact  announcing  that  here  today. 

Chairman  Wyden.  Thank  you. 

We  will  have  some  more  questions  in  a  moment,  and  I  appreciate 
your  taking  a  minute  to  discuss  this. 

Dr.  Leeper,  welcome. 

TESTIMONY  OF  MARY  ANN  LEEPER,  SENIOR  VICE  PRESIDENT, 
WISCONSIN  PHARMACAL  CO. 

Dr.  Leeper.  Thank  you,  Mr.  Chairman.  I  am  happy  to  be  here 
today. 

My  name  is  Mary  Ann  Leeper.  I  am  senior  vice  president  of  the 
Wisconsin  Pharmacal  Co.,  and  I  am  the  developer  of  the  Reality 
female  condom.  It  is  the  first  product  that  will  allow  women  to  pro- 
tect themselves  against  sexually-transmitted  diseases  such  as  AIDS 
as  well  as  unintended  pregnancy. 

I  am  here  today  to  talk  about  the  role  that  entrepreneurs  and 
small  businesses  play  in  developing  innovative  health  care  prod- 
ucts, the  problems  we  faced  in  doing  so,  and  to  make  sonie  policy 
recommendations.  I  am  also  going  to  comment  on  public  sector 
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pricing  and  the  impact  of  health  care  reform  plans  on  contracep- 
tive R&D. 

I  do  not  believe  there  is  enough  R&D  in  the  private  and  public 
sectors  devoted  to  women's  health  issues,  particularly  in  the  areas 
of  contraception  and  the  prevention  of  sexually  transmitted  dis- 
eases. I  believe  the  principal  reasons  are:  One,  the  technical  risk;  it 
is  just  hard  to  do;  two,  significant  regulatory  requirements;  three, 
the  fact  that  contraception  is  a  socially  controversial  area;  and, 
four,  the  liability  system  which  results  in  awards  that  are  totally 
unrelated  to  actual  damages. 

Wisconsin  Pharmacal  began  development  of  the  female  condom 
in  1987,  at  which  time  we  were  quite  small,  posting  total  revenues 
of  approximately  $4  million.  We  obviously  took  an  enormous  risk 
to  try  to  bring  the  female  condom  to  U.S.  women,  but  we  did  so 
because  we  believed  that  it  was  important  for  women  to  have  an 
option  to  protect  themselves  against  AIDS  and  other  STD's. 

In  developing  Reality,  Wisconsin  Pharmacal  encountered  three 
extremely  difficult  but  interrelated  barriers.  First,  the  FDA  re- 
quirements to  secure  approval  for  Reality  kept  changing.  We  esti- 
mated, based  on  FDA  advice,  that  the  development  process  would 
cost  us  about  $1.5  million  dollars  and  take  about  iy2  years  to  com- 
plete. When  we  had  just  completed  the  work  required  and  made 
our  submission  to  FDA  about  14  months  later,  if  the  FDA  decided 
to  reclassify  female  condoms  and  require  a  PMA — a  premarket  ap- 
proval. A  PMA  is  intrinsically  more  complicated,  lengthy,  and 
costly. 

Unfortunately  for  Wisconsin  Pharmacal,  the  classification  was 
changed  without  the  PMA  requirements  being  identified,  and  it 
wasn't  until  2  years  after  the  PMA  decision  and  over  3  years  from 
the  time  we  started  the  development  that  FDA  issued  those  official 
guidelines. 

The  net  result  to  Wisconsin  Pharmacal  was  that  what  we 
thought  would  cost  $iy2  million  and  IVa  years  to  complete  cost  us 
over  $9  million  and  more  than  5  years.  Few  large  companies  would 
continue  to  invest  under  such  circumstances,  and  few  small  compa- 
nies could  survive. 

Second,  is  the  inability  of  our  system  to  respond  quickly  in  deal- 
ing with  medically  high  potential  and  truly  new  products.  Reality 
clearly  had  the  potential  to  reduce  human  suffering  and  health 
care  costs,  yet,  in  addition  to  the  changing  requirements,  the 
system  reacted  slowly  at  virtually  every  step  along  the  way,  and 
this  continues  today. 

Third,  projects  such  as  Reality  require  significant  capital.  Inves- 
tors realize  there  is  a  risk  that  such  products  may  not  work  or  be 
approved.  However,  the  changing  approval  requirements  and  the 
system  delays  increase  this  financial  risk.  As  a  result,  capital  is 
more  difficult  to  find  to  support  such  projects  and  small  companies 
may  go  bankrupt  not  due  to  product  failure  risks  but  due  to  proc- 
ess approval  risks. 

Given  the  complex  risks  associated  with  developing  the  female 
condom,  I  would  bet  that  if  any  large  company  had  met  the  hurdles 
we  met,  it  would  have  elected  to  shift  its  investment  to  less  risky 
areas  and  the  female  condom  would  not  be  available  as  an  option 
for  women  today. 
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My  policy  recommendations.  This  system  has  to  change.  First, 
provide  sponsors  with  approval  requirements  in  a  prompt  and  spe- 
cific manner.  If  that  doesn't  occur,  the  sponsors  should  receive  ex- 
tended exclusivity. 

Second,  requirements  for  new  products  should  be  clearly  thought 
out  balancing  risk-benefit  having  the  product  available  versus  re- 
quiring the  traditional  battery  of  studies  for  approval. 

Third,  requirements  once  established,  should  not  change  without 
a  new  and  important  scientific  basis  to  do  so.  If  changed,  the  spon- 
sors should  receive  extended  exclusivity. 

Fourth,  create  incentives  for  fast  action  at  FDA.  Now  I  don't 
know  how  to  do  that,  but  it  is  a  good  policy  recommendation. 

Fifth,  reevaluate  FDA's  mission  by  creating  a  high  priority  and 
focus  toward  health  care  issues  to  meet  the  product  development 
requirements  expediently  and  without  sacrificing  safety  and  effec- 
tiveness. 

Sixth,  encourage  a  team  collaborative  approach  between  private 
sector  R&D,  FDA,  and  public  sector  R&D  such  as  NIH  and  the 
CDC,  to  work  together  in  establishing  high  priority  product  needs 
and  the  approaches  to  identify  and  develop  them. 

In  addition,  eliminate  or  penalize  unsuccessful  speculative  law- 
suits. Cap  awards  that  exceed  actual  damages  incurred. 

Regarding  public  sector  pricing  Wisconsin  Pharmacal  believes 
public  sector  pricing  is  important  and  necessary.  We  believe  that 
all  companies  must  be  sensitive  to  provide  health  care  products  at 
a  low  cost  to  individuals  who  can't  afford  them.  We  believe  this  is 
important  whether  or  not  public  funding  contributes  to  the  devel- 
opment of  the  product. 

When  we  began  the  development  of  Reality  in  1987,  we  thought 
we  would  be  able  to  do  it  on  our  own.  We  publicly  stated  in  1988 
that  we  would  have  a  public  sector  price,  but  in  1989,  given  the  in- 
creased demands  by  FDA,  we  realized  we  needed  assistance.  We  did 
not  have  the  technical  systems  in  place  either  in  head  count,  exper- 
tise, computer  skills,  or  clinical  networks  required  to  conduct  the 
contraceptive  study  FDA  asked  for. 

USAID  volunteered  and,  through  its  research  affiliates,  Conrad 
and  FHI,  conducted  the  study.  We  developed  a  very  productive  and 
worthwhile  collaborative  relationship.  In  1991,  we  signed  an  agree- 
ment with  USAID  that  not  only  defined  formula  for  a  public  sector 
price  but  also  provided  for  a  royalty  on  private  sector  sales,  so 
there  is  a  public  sector  price,  but  there  is  also  a  royalty  on  private 
sector  sales.  This  royalty  will  be  used  by  USAID  to  support  contra- 
ceptive R&D  and  to  purchase  contraceptive  products  for  the  public 
sector. 

We  believe  that  everybody  wins  with  a  collaborative  relationship 
such  as  the  one  we  had  with  USAID.  A  small  company  gets  the 
technical  support  it  needs,  a  new  innovative  product  gets  to  the 
market,  and  the  public  sector  has  access  to  a  safe  and  effective 
product  at  a  low  cost. 

[Dr.  Leeper's  statement  may  be  found  in  the  appendix.] 
Chairman  Wyden.  Thank  you.  Doctor,  and  we  very  much  appre- 
ciate the  excellent  input,  and  I  will  have  some  questions  here  in 
just  a  moment. 
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Dr.  Peter  Carpenter  from  my  alma  mater,  Stanford  University. 
Welcome. 

TESTIMONY  OF  PETER  F.  CARPENTER,  VISITING  SCHOLAR, 
STANFORD  UNIVERSITY  CENTER  FOR  BIOMEDICAL  ETHICS 

Dr.  Carpenter.  Congressman,  thank  you  very  kindly  for  the  op- 
portunity to  be  here  this  morning. 

At  the  request  of  your  staff,  I  have  taken  a  somewhat  broader 
perspective  in  the  words  in  my  testimony. 

As  you  will  note  from  my  CV,  I  have  a  varied  background  which 
has  provided  me  with  a  number  of  perspectives  which  may  be 
useful  to  you  but  also  inevitably  involve  some  personal  biases  and 
some  potential  conflicts  of  interest. 

I  am  presently  a  visiting  a  scholar  at  the  Stanford  University 
Center  for  Biomedical  Ethics,  serve  on  seven  or  eight  nonprofit 
boards,  including  one  having  a  direct  interest  in  this  issue,  the 
Allan  Guttmacher  Institute,  and  serve  as  a  personal  adviser  on 
issues  regarding  organizational  mission  and  values  to  senior  execu- 
tives in  three  pharmaceutical  companies. 

For  purposes  of  full  disclosure,  I  am  also  married  to  Dr.  Jane 
Shaw,  who  is  currently  the  president  and  chief  operating  officer  of 
the  Alza  Corp.,  a  highly  innovative  drug  delivery  company  and, 
through  my  prior  employment  with  that  company  and  my  wife's, 
own  a  substantial  number  of  shares  of  stock. 

Three  years  ago,  I  retired  from  my  business  life  to  spend  my 
time  doing  public — pro  bono  public  service.  I  was  an  executive  at 
Alza.  I  was  the  executive  director  of  the  Stanford  University  Medi- 
cal Center.  I  was  the  deputy  director  of  the  Price  Commission 
during  wage  and  price  controls  in  the  Nixon  administration.  I  have 
also  served  as  program  manager  in  the  Advanced  Research 
Projects  Agency. 

From  these  very  different  roles,  I  have  been  given  a  somewhat 
unique  perspective  on  the  issues  being  addressed  by  the  committee. 
I  have  managed  high  priority  Federal  research  programs,  been  re- 
sponsible for  administering  similar  programs  in  the  academic  set- 
ting, been  directly  responsible  for  controlling  prices  on  a  national 
level,  managed  one  of  the  Nation's  premier  health  care  institu- 
tions, and  been  involved  with  the  private  sector  development  of 
new  pharmaceutical  products,  and  hold  three  patents  in  that  area. 

The  three  issues  before  you  are:  What  is  the  role  of  the  Federal 
Government  in  fostering  invasion?  How  best  to  mobilize  the  private 
sector?  How  to  establish  mutually  advantageous  partnerships? 

In  addressing  these  issues,  it  would  do  no  good  for  me  to  simply 
attack  one  side  or  the  other,  and  what  I  will  try  to  do  is  make  spe- 
cific recommendations  to  you. 

With  respect  to  the  role  of  the  Federal  Government  in  fostering 
invasion,  it  is  my  opinion  that  reproductive  research  in  the  United 
States  is  dramatically  underfunded  given  its  potential  to  both  im- 
prove the  quality  of  life  and  to  reduce  health  care  costs. 

Uncontrolled  population  growth  is  the  most  serious  threat  there 
is  to  the  environment,  to  international  stability,  and  to  economic 
well-being.  The  role  of  the  Federal  Government  regarding  repro- 
ductive research  should  be: 
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First,  to  establish  reproductive  research  as  an  important  and  le- 
gitimate area  of  research  and  development. 

We  should  never  underestimate  the  value  of  elected  public  offi- 
cials such  as  yourselves  taking  a  leadership  position  regarding  the 
importance  of  a  particular  area  of  activity.  While  pharrnaceutical 
companies  are  quite  prepared  to  take  incredible  scientific  risks, 
they  are  not  at  all  willing  to  take  the  risks  of  being  involved  in 
research  or  development  which  is  politically  controversial. 

Second,  provide  political  support  for  those  individual  companies 
that  take  the  initiative  to  do  research  and/or  product  development 
in  the  area  of  reproductive  research.  It  can  get  very  lonely  out 
there,  and  far  too  often  political  leaders  fail  to  come  to  the  defense 
of  organizations  that  are  doing  the  right  thing. 

Third,  fund  basic  research  and  make  the  results  broadly  avail- 
able while  using  the  patent  rights  that  come  from  such  research  in 
the  long-term  interests  of  the  public. 

Fourth,  serve  as  a  very  smart  buyer  of  product  development  with 
prior  contractual  arrangements  on  ownership  pricing  and  the  use 
of  results. 

Cooperative  research  and  development  agreements  are  a  great 
tool,  but  the  reliance  on  such  concepts  as  reasonable  pricing  in 
those  agreements  is  counterproductive.  The  ambiguity  of  reasona- 
ble pricing  is  unacceptable  to  any  well  managed  pharmaceutical 
company  and  provides  cold  comfort  to  the  Government.  It  would  be 
much  better  to  negotiate  specific  pricing  schedules  into  the  original 
agreement. 

Serve  as  a  very  smart  buyer  of  products  developed  by  the  private 
sector.  Government  needs  to  learn  how  to  force  the  pharmaceutical 
industry  to  be  competitive  via  practices  such  as  bulk  purchasing 
and  therapeutic  substitution. 

When  we  try  to  understand  how  best  to  mobilize  the  private 
sector,  it  is  important  to  understand  what  makes  the  private  sector 
tick  and  how  particular  industries  work  in  the  public  interest.  It  is 
also  important  to  realize  that  the  action  must  be  at  the  level  of  the 
individual  firm  rather  than  at  the  industry  level. 

Just  as  Government  regulation  leads  to  the  lowest  common  de- 
nominator of  behavior,  so  also  do  industry  associations  and  indus- 
try-wide initiatives  lead  to  the  lowest  common  denominator.  How- 
ever, that  is  not  the  worst  effect  of  such  actions. 

In  both  cases.  The  floor  created  by  regulation  or  industry  agree- 
ments also  becomes  the  ceiling  above  which  individual  firms  have 
little  motivation  to  move,  and  nothing  really  exciting  will  happen. 
What  needs  to  happen  is  to  provide  incentives  for  individual  com- 
panies to  do  the  right  thing.  Such  incentives  are  much  more  power- 
ful than  focusing  on  disincentives  for  the  laggards.  We  often  forget 
that  public  praise  and  recognition  is  a  powerful  incentive.  It  is 
even  more  powerful  than  criticism  which  tends  to  make  well  mean- 
ing companies  more  cautious  and  which  has  little  effect  on  the 
target  company. 

The  U.S.  pharmaceutical  industry  is  an  essential  ingredient  to 
progress  in  the  development  and  widespread  use  of  new  reproduc- 
tive products.  While  Government-sponsored  basic  and  applied  re- 
search may  provide  the  necessary  scientific  building  blocks,  only 
individual  private  sector  firms  have  the  expertise  and  the  motiva- 
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tion  necessary  to  develop  and  market  new  products  in  an  efficient 
and  timely  fashion. 

One  of  the  United  States'  greatest  national  assets  is  the  individ- 
ual high-technology  firm.  This  unique  institution  has  the  demon- 
strated ability  to  produce  new  and  exciting  products  which  meet 
the  needs  of  society  and  to  do  so  with  minimal  Government  support 
or  intervention.  The  individual  companies  in  the  pharmaceutical 
industry  have  made  important  contributions  both  to  health  care 
and  to  our  balance  of  trade. 

Now,  fortunately,  this  industry  is  in  the  midst  of  chaotic  change. 
It  is  an  industry  which  for  many  years  has  been  allowed  to  operate 
as  a  semimonopoly,  and  without  having  to  deal  with  sophisticated 
buyers.  This  is  changing.  The  recent  shift  of  market  power  in  the 
pharmaceutical  industry  from  the  seller  side  to  the  buyer  side  will 
effectively  force  this  industry  to  become  much  more  competitive 
with  or  without  a  national  health  care  plan. 

The  Congress  and  the  executive  branch  should  be  smart  enough 
to  take  advantage  of  these  changes  to  encourage  the  kind  of  behav- 
ior and  actions  by  individual  firms  which  best  serve  the  public  in- 
terest. Don't  waste  your  time  beating  on  dying  horses  and  an  obso- 
lete pharmaceutical  industry  trade  association. 

The  companies  of  the  future  will  be  those  who  do  not  take  a 
short-sighted  view  of  their  public  responsibility.  Those  firms  that 
take  a  short-sighted  view  will  not  survive  in  this  new  marketplace 
because  their  internal  cost  structure  and  their  insensitivity  to  the 
needs  of  the  customers  will  prevent  them  from  making  wise  deci- 
sions. These  outdated  firms  and  their  trade  association  will  make  a 
lot  of  noise  on  the  way  out,  but  don't  let  that  distract  you  from  the 
opportunity  at  hand. 

The  survivors  of  this  shakeout  and  the  new  biotech  entrants  will 
fortunately  comprise  a  very  different  industry.  That  new  pharma- 
ceutical industry  has  the  potential  to  be  much  more  responsive  in  a 
competitive  industry.  What  is  needed  is  a  cooperative  interaction 
between  Government  and  this  newly  developing  part  of  the  private 
sector. 

These  new  pharmaceutical  companies  will  be  willing  to  accept  re- 
search uncertainty,  but  they  cannot  accept  or  understand  uncer- 
tainty with  respect  to  public  policy.  These  companies  will  recognize 
the  importance  of  highly  competitive  behavior,  including  pricing, 
and  of  being  responsive  to  their  responsibility  to  serve  the  public 
interest  as  an  integral  part  of  and  precondition  to  their  ultimate 
responsibility  to  serving  their  shareholders. 

What  then  are  my  specific  recommendations  as  to  how  we  can 
make  the  private  sector  work  in  the  public  interest? 

First  and  foremost,  make  sure  there  is  a  clear  and  consistent 
U.S.  Government  policy  regarding  the  importance  of  reproductive 
research,  including  a  strong  commitment  to  basic  research  both  at 
NIH  and  at  the  universities. 

Second,  foster  cooperation  between  Government  and  those  indi- 
vidual companies  which  are  prepared  to  serve  the  public  interest 
as  part  of  serving  their  shareholders. 

Third,  encourage  contractual  relationships  which  remove  ambi- 
guity and  which  clearly  establish  the  mutual  obligations  and  re- 
sponsibilities. This  means  determining  in  advance  what  the  quid 
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pro  quo  will  be  for  Federal  support  of  a  product  development  activi- 
ty. Remember  that  the  benefit  as  well  as  the  risk  to  the  Govern- 
ment should  be  proportional  to  the  level  of  the  Government's  in- 
vestment. 

Fourth— and  this,  I  think,  is  a  broadly  neglected  area,  something 
we  have  done  in  California  in  a  very  innovative  way,  and  I  will 
come  back  and  talk  a  little  bit  about  that— provide  the  legislative 
basis  for  a  Federal  procurement  program  that  sets  product  specifi- 
cation targets  for  desired  products  which  the  Government  wants  to 
see  developed,  and  provide  standing  orders  for  those  products  in- 
cluding quantities  and  price. 

Under  those  circumstances,  there  would  be  considerable  incen- 
tive for  a  private  sector  product  development  program  at  no  cost  to 
the  Government  unless  and  until  the  product  development  effort  is 
successful. 

In  California,  we  have  a  piece  of  legislation  now  which  provides  a 
standing  order  for  the  first  million  units  of  a  successful  AIDS  vac- 
cine, and  that  has  provided  tremendous  incentive  for  companies  to 
go  to  work  on  that  because  they  know  that  there  is  a  defined 
market  there,  including  provisions  for  sharing  the  liability. 

Fifth,  foster  vigorous  competition  between  pharmaceutical  com- 
panies. Such  competition  is  critical  and  must  be  encouraged.  Stim- 
ulate it  and  require  it  by  the  Government  both  in  your  role  as  a 
policymaker  and  as  a  smart  and  powerful  buyer.  Use  your  monop- 
sony power  to  negotiate  an  immediate  public  sector  price  for  Nor- 
plant. 

How  would  Wyeth  respond  to  a  guaranteed  purchase  order  for  a 
million  units  over  a  5-year  period?  There  is  only  one  way  to  find 
out,  and  that  is  to  put  a  guaranteed  purchase  order  on  the  table 
and  start  negotiating  price. 

To  have  each  one  of  these  institutions  that  has  been  up  here  ne- 
gotiating separately  with  Wyeth  is  to  not  use  your  market  power, 
and  to  allow  all  the  different  agencies  of  the  Federal  Government 
to  independently  go  and  pay  a  price  which  only  the  retail  people 
would  have  to  pay  is  institutional  craziness.  It  is  not  the  first  time 
that  the  Government  has  engaged  in  institutional  craziness,  but  it 
certainly  doesn't  need  to  be  the  last. 

Forget  price  controls.  They  don't  work.  I  know  from  firsthand  ex- 
perience, they  are  expensive  to  administer,  are  easily  circumvent- 
ed, a  la  the  recent  Dupont  Merck  deletion  of  a  low-priced  unit  dose 
package  and  its  replacement  with  a  much  more  expensive  bulk 
package.  They  create  unfulfilled  and,  I  would  say,  unfulfillable 
public  expectations,  they  stir  the  bureaucratic  rather  than  the  com- 
petitive juices. 

The  companies  that  did  best  during  the  wage  and  price  controls 
in  the  early  70's  were  the  companies  that  opted  to  operate  under 
our  first  rule,  which  is,  if  you  don't  raise  prices,  you  don't  have  to 
report  to  us,  you  don't  have  to  talk  to  us,  you  can  just  go  about 
your  business.  Those  companies  put  their  time  and  effort  into  be- 
coming more  productive,  and  during  and  after  the  period  of  the 
price  controls  those  companies  were  much  more  profitable. 

Sixth,  if  all  else  fails  and  you  feel  you  must  do  something  to  get 
the  attention  of  a  truly  unresponsive  and  socially  insensitive  phar- 
maceutical company,  then  use  the  threat  of  compulsory  licensing, 
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and  I  refer  you  to  Title  28,  U.S.C.  1498,  which  provides  existing  leg- 
islative authority  to  do  this  in  the  very  interesting  way.  That  will 
have  a  very  positive  competitive  impact  rather  than  the  pro-mo- 
nopoly impact  of  price  controls. 

I  will  be  pleased  to  respond  to  your  questions  that  you  might 
have  and,  more  importantly,  to  assist  you  and  your  staff  in  any 
way  possible  on  these  issue. 

[Dr.  Carpenter's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Doctor,  thank  you  for  an  excellent  presenta- 
tion, and  we  are  going  to  be  interested  in  talking  to  you.  Maybe  I 
will  stop  in  sometime  and  see  you  when  I  am  in  Palo  Alto  at  the 
Center  for  Excellence. 

Let  me  recognize  the  gentleman  from  Texas  to  begin. 

Mr.  CoMBEST.  Thank  you,  Mr.  Chairman. 

You  have  all  alluded  somewhat  to  a  concern  I  philosophically 
have  expressed  in  the  discussion  with  the  earlier  panel,  and  that  is 
that  fine  line  between  what  can  one  do  to  help  encourage  market 
responsibility  and  at  the  same  time  not  be  so  intrusive  that  one 
limits  or  diminishes  the  availability  or  the  incentive  for  a  company 
to  look  at  new  means  and  methods  through  research  and  develop- 
ment for  the  fear  that  they  may  never  be  able  to  recover  those 
costs. 

We  can  all  make  a  statement  about  how  we  do,  or  what  we 
should  try  to  accomplish.  Unfortunately,  when  we  start  putting  it 
in  statute,  it  many  times  comes  out  looking  a  great  deal  different. 

Dr.  Carpenter,  I  was  on  the  Senate  staff,  and  we  are  pleased  to 
recognize  this  is  not  a  partisan  or  political  issue,  but  from  the  side 
of  the  aisle  that  I  am  sitting  on  for  a  member  of  the  same  party  to 
which  I  belong,  the  Senate  at  that  time  in  the  Nixon  price  control 
years,  I  would  have  loved  to  have  been  here  and  you  there  during 
that  period  of  time.  That  was  some  fun  experience. 

But  I  appreciate  the  point  that  you  made  about  price  controls, 
and  I  agree  that  it  is  virtually  impossible  to  put  price  controls  in 
that  are  equitable.  They  create  tremendous  inequities. 

The  incentive  process  is  something  that  I  feel  can  much  more  ef- 
fectively work,  and  I  think  there  were  some  valuable  suggestions 
you  made  about  incentives  that  one  might  pursue  in  trying  to 
achieve  the  goal  without  being  so  specific  as  price  controls. 

One  of  the  things  we  are  looking  at — and,  of  course,  it  is  well 
beyond  just  the  reproductive  research  that  is  going  on — what  we  do 
is  eventually  or  what  we  potentially  could  do  is  going  to  affect  all 
areas  of  research  that  deal  with  medicine  or  pharmaceuticals,  and 
one  of  the  considerations  that  is  being  given,  and  I  would  like  those 
of  you  particularly  who  may  be  involved  in  it  from  this  side  are 
seeing  the  impact  that  it  might  have  on  the  research  and  develop- 
ment or  the  expansion  of  or  looking  into  new  potential  pharmaceu- 
ticals would  be  that  if  there  has  been  as  NIH — and  I  know  of  no 
Federal  agency  that  is  sitting  out  there  wanting,  just  waiting  for 
and  asking  for  the  potential  or  for  the  possibility  or  the  power  to 
regulate  pricing.  In  fact,  most  of  them  are  shying  away  from  it. 

But  one  of  the  discussions  we  are  having  is,  how  do  we  look  at 
the — how  do  we  treat  a  successful  drug  that  has  been  brought 
about  with  Government — with  the  assistance  of  Government  tax 
dollars,  NIH  work  or  something  of  this  sort? 
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Then  we  have  to  deal  with  the  dilemma  of,  well,  do  you  then 
cause  the  overall  price  that  is  delivered  to  everyone  out  there  to  be 
reduced  and  to  be  somewhat  lower,  or  do  you — maybe  a  thought 
that  we  might  want  to  consider,  and  I  would  like  your  suggestions 
on  this,  would  be  that  in — the  case  we  have  been  basically  talking 
about  this  morning  is,  it  is  not  the  concern  of  the  previous  wit- 
nesses relative  to  the  individual  who  has  the  financial  being  or  the 
insurance  coverage  to  be  able  to  acquire  Norplant,  but,  rather,  to 
those  in  a  broader  category,  I  might  say,  who  would  be  more  or  less 
considered  indigent. 

If,  rather  than  causing  the  overall  restriction  to  come  down,  if 
there  might  be  some  credit  given  to  that  company  who  provided  at 
a  substantially  reduced  rate  to  those  kinds  of  not  just,  again,  in  re- 
productive research  or  reproductive  pharmaceuticals,  but  in  provid- 
ing at  a  substantially  reduced  rate  to  those  types  of  either  private 
or  Government  institutions  which  try  to  deal  with  the  indigent  so 
that  there  might  be — the  result  might  be  that  the  American  tax- 
payers' dollars  went  into  helping  develop  a  drug  and  the  benefit  of 
that  is  that  we  are  providing  that  to  people  who  otherwise  might 
not  be  able  to  get  it. 

Dr.  Carpenter.  I  think  that  there  is  tremendous  advantage  to 
recognizing  that  there  are  what  I  would  describe  as,  there  are 
three  levels  here. 

The  first  level  is  our  Federal  commitment  to  basic  research,  and 
that  is  one  of  the  things  that  has  provided  this  country  with  an  in- 
credible competitive  advantage  in  the  world,  and  we  recognize  that 
that  is  typically  unclassified  and  the  results  of  that  are  made  freely 
available.  So  I  leave  that  off  the  table. 

The  other  end  is  those  things  which  the  private  sector  is  motivat- 
ed to  do  on  its  own  simply  because  it  recognizes  that  there  is  sub- 
stantial marketplace  there  and  so  it  makes  a  private  sector  invest- 
ment and  it  takes  all  the  risks  involved  and  correspondingly  should 
get  all  of  the  rewards. 

What  we  are  now  speaking  about  is  a  middle  ground  of  things — 
and  I  think  that  Dr.  Deitch  from  Wyeth  addressed  this  very  well — 
a  middle  ground  of  areas  where  a  company  looks  at  it  and  says, 
"For  a  variety  of  reasons,  we  are  not  quite  prepared  to  go  down 
this  road  alone  because,  A,  we  are  not  sure  that  there  is  a  market, 
and,  B,  we  are  not  sure  we  are  going  to  get  the  political  support  we 
need  when  we  start  getting  attacked,"  and  I  think  that  is  a  marvel- 
ous opportunity  for  some  partnerships. 

.  What  distresses  me  is  that  everybody  starts  worrying  about  what 
we  are  going  to  charge  for  the  horse  after  the  horse  gets  out  of  the 
barn.  Let's  do  the  hard  work  at  the  front  end  when  we  start  these 
partnerships  up,  and  I  think  the  Wisconsin  Pharmacal  example  is 
perfect.  When  they  set  the  relationship  up,  they  sat  down  and  they 
negotiated  what  they  thought  would  be  a  good  arrangement.  Some- 
times you  will  be  right  and  sometimes  you  will  be  wrong,  but  you 
are  certainly  going  to  be  a  lot  better  off  than  waiting  until  you  get 
5  years  down  the  road  and  then  the  two  parties  try  to  reach  agree- 
ment. That  is  the  wrong  time. 

If  there  is  going  to  be  a  Federal  investment,  not  in  research,  but 
if  there  is  going  to  be  a  Federal  investment  which  is  product  devel- 
opment related,  then  the  Federal  Government  needs  to  negotiate  at 
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that  point  in  time  what  the  quid  pro  quo  is  going  to  be,  and  that  is 
the  way  that  we  can  have  a  win/win  situation.  Don't  wait  until  5 
years  later. 

Mr.  CoMBEST.  Yes. 

One  of  the  benefits,  I  guess,  too,  from  this,  which  is  hard  to  put  a 
monetary  value  on,  is  the  fact  that  there  may  be  a  product  avail- 
able that  would  not  be  otherwise,  and  that  is — if  it  is  strictly  dol- 
lars and  cents,  that  is  one  thing,  but  it  is  hard  to  put  a  value  on 
that  product  that  might  not  have  been  available  otherwise,  and  so 
there  is  some  benefit  even  though  it  may  not  always  be  recognized 
monetarily. 

You  started  to  say  something,  Doctor. 

Dr.  Leeper.  The  other  comment  I  wanted  to  make  was  that  Wis- 
consin Pharmacal  from  the  very  beginning  felt  that  we  wanted — 
knew  we  wanted  to  have  a  public  sector  price.  That  is  all  we  knew. 
We  didn't  have  a  definition  of  what  it  was  going  to  be  until  we  got 
into  a  relationship  with  USAID,  and  then  at  that  point  we  started 
to  negotiate  and  say,  OK,  what  is  it  going  to  be?  What  is  fair  and 
what  is  balanced?  So  there  was  a  lot  of  give  and  take  between 
USAID  and  Wisconsin  Pharmacal  to  come  up  with  something  that 
we  felt  was  fair. 

But  I  have  to  reiterate,  for  us,  it  was  not — we  came  to  an  agree- 
ment not  only  on  a  price,  a  public  sector  price,  but  we  also  are 
paying  a  royalty  on  sales,  on  private  sector  sales,  that  that  will 
then  also  go  back  to  the  public  sector.  So  it  is — I  mean  it  was  quite 
a  negotiation,  obviously. 

Mr.  CoMBEST.  Yes,  Ma'am? 

Dr.  Forrest.  I  would  just  add  that  what  we  have  heard  is  that 
there  was  consideration  of  public  sector  pricing  within  the  negotia- 
tions for  this  method.  However,  it  was  only  for  public  sector  pricing 
for  developing  countries. 

Mr.  CoMBEST.  Would  you — is  it  Deitch? 

Dr.  Deitch.  That  is  correct. 

Mr.  CoMBEST.  I  am  sorry,  and  I  apologize  for  being  gone  as  you 
were  leading  into  your  statement  with  voting  and  so  forth,  but  I 
would  like  to  focus  on  a  part  of  that.  Would  you  again  describe  the 
differences  in  the  Norplant  product  sold  in  the  United  States 
versus  that  which  is  sold  overseas? 

Dr.  Deitch.  Certainly.  Congressman  Combest,  I  think  it  is  impor- 
tant to  recognize  first  of  all  that  Wyeth-Ayerst  Laboratories  does 
not  sell  or  market  the  Norplant  system  anywhere  in  the  world 
except  the  United  States. 

The  product  that  is  sold  outside  the  United  States  is  available  di- 
rectly from  the  distributor,  Leiras  Corp.  in  Finland.  The  purchases 
that  are  made  of  that  product  are  generally  made  by  governments 
of  Third  World  countries  that  are  purchasing  it  in  bulk  purchase  to 
distribute  within  their  system  of  health  care  within  those  countries 
where  contraception  is  a  major  not  only  health  care  issue  but  a 
social  issue. 

In  the  United  Kingdom  more  recently,  as  recently  as  just  last 
month,  a  European  pharmaceutical  company  has,  in  fact,  intro- 
duced Norplant  different  than  what  we  have  in  the  United  States. 
What  they  have  introduced  is  just  the  Norplant  rods,  they  have  not 
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introduced  the  kit,  and  I  would  be  happy  to  explain  to  you  those 
differences. 

The  price  that  has  been  given  to  that  product  by  the  Pricing 
Commission  of  the  Committee  on  Safety  in  Medicine  and  the 
system  that  delivers  health  care  in  the  United  Kingdom  comes  out 
to  be,  at  today's  exchange  rates,  approximately  $279.  When  they 
applied  for  pricing,  the  exchange  rates  were  different,  and  if  you  go 
back  to  that  point  in  time,  it  certainly  would  have  been  quite  com- 
parable to  the  United  States. 

What  they  are  introducing  in  the  United  Kingdom,  not  unlike 
what  is  provided  throughout  the  rest  of  the  world  is  solely  the 
product.  There  is  no  support  for  it  outside  in  the  Third  World. 
What  is  going  to  be  done  in  the  United  Kingdom  is  going  to  be  a 
little  bit  different  than  what  we  did  here  in  the  United  States. 

I  think  it  is  important  to  recognize  that  the  Norplant  system 
being  introduced  in  the  United  States  was  not  a  matter  of  public 
policy  as  it  would  be  in  a  Third  World  developing  country.  It  was 
not  heavily,  subsidized  by  health  care  delivery  programs  in  those 
countries.  It  was  up  to  us  as  a  private  pharmaceutical  company  not 
only  to  introduce  the  product  but  to  accept  the  liability  for  the 
product,  which  is  not  the  case  in  the  Third  World  necessarily,  and, 
as  you  know,  that  liability  is  quite  substantial,  especially  in  the 
area  of  contraception. 

Contraception  is  unique  as  far  as  it  being  a  lightning  rod  for  li- 
ability, especially  product  liability.  Contraception  is  used  by  a 
woman  who  is  otherwise  healthy.  I  mean  she  is  not  taking  a  con- 
traceptive to  prevent  an  illness,  she  is  using  a  contraceptive 
method  and  choosing  a  method  so  that  she  can  have  as  much  free- 
dom from  unplanned  pregnancy  as  she  can  get.  In  the  example  of 
the  Norplant  system,  she  has  chosen  a  method  that  is  the  most  ef- 
fective method  of  reversible  contraception  available  to  a  woman 
today  and  the  most  reliable  method,  and  that  is  a  5-year  method. 
So  in  choosing  that,  she  is  trying  to  prevent  an  unplanned  preg- 
nancy. 

If  anything  would  occur  perhaps  during  that  time,  if  she  was  one 
of  rare  individuals  who  might  have  been  pregnant  at  the  time  the 
Norplant  system  might  have  been  inserted,  or  some  unusual  event, 
and  of  course  with  close  to  875,000  women  having  chosen  the  Nor- 
plant system  in  the  United  States  in  just  2y2  years,  there  are  a 
considerable  number  of  women  out  there,  and  over  5  years  period 
of  time  there  will  be  some  unusual  events,  and  of  course  liability 
attorneys  in  this  country  certainly  will  find  some  expert  some- 
where that  will  attribute  some  bizarre  event  to  something  that  oc- 
curred. So  in  that  you  have  a  considerable  amount  of  liability. 

Those  are  some  fairly  significant  differences. 

Mr.  CoMBEST.  Part  of  that  was  in  the  basic  training  of  those  indi- 
viduals who  would  be  inserting  the  Norplant. 

Dr.  Deitch.  Well,  what  went  on  with  the  training  programs — and 
I  would  like  to  expand  on  that  if  you  may,  because  I  think  it  is 
quite  unique  what  we  did.  We  recognized  that  there  were  no  indi- 
viduals trained  in  the  United  States  in  this  implantable  method, 
and  of  course  obstetricians  and  gynecologists  are  in  general  sur- 
geons, and  we  know  that,  they  do  surgical  procedures,  but  general- 
ly subcutaneous  implantation  is  not  the  kind  of  surgery  they  are 
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used  to.  They  are  invasive  surgeons,  as  you  know,  and  they  do  hys- 
terectomies and  deHveries  and  so  on,  and  there  is  no  other  implant 
that  is  commonly  used  in  the  United  States,  and  the  materials  for 
that,  the  trocar,  the  large  needle  that  is  used  to  do  the  implanta- 
tion, might  be  familiar  to  some  European  physicians  but  really  is 
not  a  very  common  tool. 

So  we  set  out  to  train  as  many  individual  physicians  and  health 
care  providers  as  we  could  prior  to  the  approval  of  the  Norplant 
system,  and  in  the  early  months  through  the  first  year  we  were 
successful  in  hand — one-on-one  hands-on  training  of  about  26,000 
health  care  providers. 

Now  we  mention  that  26,000.  It  is  a  large  number.  But  we  can't 
forget  the  fact  that  many  of  that  number,  many  of  those  26,000, 
were  physicians  or  health  care  providers  who  went  back  to  their 
individual  clinics  or  practices  and  then  they  taught  their  col- 
leagues. So  it  is  a  cascade  effect,  and  I  would  venture  to  say  the 
number  has  got  to  be  two  to  three  times  that. 

But  it  was  important  to  assure  that,  because  in  Europe  when 
Leiras  had  first  placed  the  Norplant  system  on  the  market  in  1983 
in  Finland  and  then  in  'Sweden,  it  was  not  successful,  there  was  no 
training,  there  were  no  provisions  for  the  extensive  videotapes  that 
we  have  provided,  practice  arms  that  we  have  provided,  the  ses- 
sions that  Wyeth-Ayerst  has  provided  throughout  the  country  by 
bringing  physicians  and  their  patients  to  a  site  where  training 
would  be — would  be  delivered.  None  of  that  occurred,  and,  as  we 
know  today,  there  was  no  Norplant  in  the  private  sector. 

Now,  another  company,  seeing  what  we  were  able  to  do  here  in 
the  United  States  in  creating  that  market,  has  decided  after  2  ¥2 
years  after  watching  what  we  have  been  able  to  do,  they  have  en- 
tered that  marketplace  in  the  United  Kingdom,  and  I  applaud 
them  for  taking  on  the  tremendous  effort  and  risks  that  we  did. 

Mr.  CoMBEST.  Thank  you,  Mr.  Chairman. 

Chairman  Wyden.  Thank  you,  Mr.  Combest. 

Dr.  Deitch,  let  me  ask  you  about  just  a  few  things  to  try  to  kind 
of  sort  through  this  cost  in  a  way  that  I  think  may  be  intelligible. 

Here  we  have  the  basic  device.  This  basic  device,  as  I  understand 
it,  costs  $365  in  the  United  States.  Is  that  correct? 

Dr.  Deitch.  That  is  not  exactly  correct,  Mr.  Chairman.  The  basic 
device  is  part  of  the  Norplant  system,  the  Norplant  kit,  which  con- 
tains all  the  materials  that  are  necessary  for  proper  implantation: 
Sterile  gauze,  sterile  gowns,  and  considerably  large  number  of 
other  things.  That  all  goes  into  the  actual  price  of  the  kit.  It 
doesn't  include  what  went  into  developing  the  Norplant  system  and 
the  years  of  research  and  development  with  the  hormone  that  is 
the  most  important  part  of  the  Norplant  system. 

Without  the  hormone,  Levonorgestrel,  which  Wyeth-Ayerst  had 
developed  some  30  years  ago  and  had  begun  to  market  in  its  first 
oral  contraceptive,  Ovral,  the  Norplant  system  wouldn't  be  here 
today.  It  is  called  Norplant,  "Nor"  for  Levonorgestrel,  and  that  is  a 
very  important  part  of  it,  and  to  develop  and  create  a  contraceptive 
that  is  safe  and  effective  is  a  tremendous  investment  in  time  and 
effort  and  money.  That  is  part  of  the  investment  in  that. 

The  investment  in  the  Norplant  system  continues  as  we  continue 
to  invest  in  clinical  trials  for  Norplant.  Part  of  the  investment  also 
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was  in  assuring  the  Norplant  system  not  only  would  be  approved 
by  the  Food  and  Drug  Administration  but  in  fact  there  would  be  a 
facility  for  sterile  packaging,  which  was  not  available,  and  meeting 
some  of  the  more  difficult  requirements  of  manufacturing  that  only 
a  company  like  Wyeth-Ayerst  was  able  to  do. 

Chairman  Wyden.  Doctor,  we  have  been  through  some  of  that, 
and  I  am  going  to  try  and  ask  it  again.  We  have  been  told  that  this 
costs  $365  in  the  United  States.  We  have  also  been  told  that  it  is 
being  purchased  around  the  world  for  as  little  as  $23.  We  have 
been  told  by  some  analysts  that  it  costs  $16  to  make. 

Now  apart  from  all  the  business  of  how  risky  it  is  to  bring  new 
drugs  to  market  which  I  happen  to  agree  with  you  to  a  great 
extent,  why  don't  you  just  tell  us  so  that  we  can  have  it  for  the 
record,  how  much  does  it  cost  to  make  this? 

Dr.  Deitch.  Mr.  Chairman,  nothing  could  be  more  sensitive  or 
competitive  information  for  a  company  like  Wyeth-Ayerst  to  reveal 
to  its  competitors  its  structure,  pricing,  and  its  cost  structure. 

Clearly,  the  Norplant  system  in  the  United  States  is  the  most  ef- 
fective reversible  contraceptive  method  available  to  women  today 
at  a  cost  of  only  20  cents  a  day. 

Now,  yes,  it  is  an  up-front  cost,  but  it  is  important  to  recognize 
that  that  cost  should  be  thought  of  as  a  5-year  cost  and  one  that 
provides  not  only  a  cost-effective  method  of  contraception  by  being 
the  most  effective  contraceptive  available  today  to  reduce  un- 
planned pregnancies  but  is  also  cost  saving  to  the  system. 

Chairman  Wyden.  Well,  you  have  indicated  that  you  will  not  tell 
us  what  it  costs  to  make  this  because  it  is  proprietary.  I  respect 
your  judgment  on  that. 

I  do  want  to  note  that  the  figures  that  we  gave  are  the  ones  that 
we  have  had  documented  in  several  instances  Family  Planing  Pro- 
grams pay  $365  for  Norplant  here  yet,  through  AID,  it  is  being  pur- 
chased at  $23.  Some  analysts  have  told  us  it  costs  $16  to  make.  But 
we  respect  your  desire  not  to  tell  us,  and  I  guess  I  generally  have 
great  sympathy  for  that  position  when  we  are  just  talking  about 
activity  in  the  private  sector.  But  you  have  said  that  the  contribu- 
tion of  the  taxpayer  is  small.  It  seems  to  me  it  is  very  significant. 

Back  where  I  come  from,  $16  to  $17  million  along  the  lines  of 
what  Dr.  Bardin  has  told  us  is  a  decent  chunk  of  change.  Do  you 
really  think  $16  to  $17  million  is  a  trifling  small  figure  and  that 
taxpayers  ought  to  just  kind  of  say  thank  goodness  people  like 
Wyeth  is  out  there  making  all  these  wonder  drugs  possible? 

Dr.  Deitch.  I  would  never  minimize  the  contribution  of  any  orga- 
nization to  this. 

Chairman  Wyden.  You  said  it  was  small. 

Dr.  Deitch.  Remember  that  this  was  an  agreement  among  many 
different  partners,  not  only  Wyeth-Ayerst  Laboratories,  the  Popula- 
tion Council,  Leiras,  the  European  manufacturer,  the  Dow  Co.  with 
Silastic.  There  were  many,  many  people  and  many  organizations 
that  had  input  into  this. 

The  important  points  I  think  to  remember  is  that  the  success  of 
the  product  is  related  to  several — several  points:  One,  the  ability  of 
the  Population  Council  to  come  up  with  a  method  for  an  implant 
that  would,  in  fact,  deliver  a  product  through  that  tubing. 
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Levonorgestrel,  the  Wyeth-Ayerst  female  hormone,  was  truly  the 
most  important  part  of  that  in  that  it  was  the  only  hormone  that 
would  give  that  effectiveness.  Now  the  research  and  development 
on  Levonorgestrel  is  a  very  major  contribution. 

You  certainly  know,  Mr.  Wyden — sorry — Chairman  Wyden,  that 
over  the  years  the  development  of  a  pharmaceutical  can  cost  as 
much  as  $300  million,  and  the  reason  for  that  is  that  it  takes  a  lot 
of  time  and  a  lot  of  effort,  hundreds  of  people,  lots  of  dollars  invest- 
ed in  maybe  10,000  different  products,  different  compounds,  with 
only  one  that  would  become  commercially  available. 

Look  at  the  situation  that  we  have  today  with  Norplant.  There  is 
a  public  sector  discounted  price  which  will  be  in  effect  in  just  about 
2  years.  However,  what  may  not  be  so  apparent  is  that  within 
about  1  month,  maybe  6  weeks,  Wyeth-Ayerst  Laboratories  will 
lose  its  exclusivity  for  the  Norplant  system  because  the  Norplant 
system  in  its  approval  would  only  be — is  only  subject  to  3-year  ex- 
clusivity protection  under  Waxman-Hatch. 

It  is  not  inconceivable  to  me,  with  some  of  the  very  fine  compa- 
nies that  are  operating  today  in  the  United  States,  seeing  the  suc- 
cess that  Wyeth-Ayerst  was  able  to  make  the  Norplant  system  in 
making  it  an  accepted  midstream  and  mainstream  contraceptive 
option  for  American  than  women,  that  the  technology  is  not  that 
involved  at  this  point,  the  publications  that  exist  almost  like  rec- 
ipes in  how  to  achieve  it,  and  I  would  say  that  it  is  not  impossible 
that  we  wouldn't  see  a  generic  version  of  the  Norplant  system 
within  the  next  couple  of  years. 

Chairman  Wyden.  Dr.  Bardin,  it  looks  to  me  like  the  contribu- 
tion of  the  U.S.  taxpayer  was  pretty  important  to  creating  a  mar- 
ketable product.  Would  you  agree  with  that? 

Dr.  Bardin.  The  public  sector  was  responsible  for  this  develop- 
ment. The  process  was  begun  by  foundations,  funding  all  the  early 
work  from  1966.  The  U.S.  Government  entered  in  1983.  The  way 
the  public  sector  works  is  that  we  started  with  small  investments 
from  several  foundations  that  leveraged  much  larger  amounts  from 
the  U.S.  Government.  This  combined  effort  by  foundations  and 
Government  eventually  leveraged  money  from  industry. 

We  couldn't  have  started  without  foundation  support.  We 
couldn't  have  continued  without  Government  support.  The  product 
would  not  have  been  completed  and  marketed  without  the  coopera- 
tion of  industry.  The  development  of  Norplant  implants  was  thus  a 
cooperative  venture. 

Chairman  Wyden.  I  appreciate  your  clarifying  it,  because  I  do 
not  share  Dr.  Deitch  is  view  that  the  Government's  role  was  small 
and  that  the  taxpayers'  role  was  minimal.  It  seems  to  me  what  you 
have  said  is  that  the  Government  was  there  when  it  counted  in  the 
early  days.  Early  assistance  is  always  the  key.  Early  work  is  criti- 
cal, just  as  you  have  said,  and  you  have  made  a  very  good  point. 

Dr.  Deitch,  on  the  matter  of  the  public  price — and  I  appreciate 
your  announcing  today  that  there  will  be  a  public  price  for  Nor- 
plant— I  gather  that  we  are  talking  about  this  public  price  coming 
on  line  in  2  years,  or  is  it  going  to  be  earlier? 

I  am  interested  in  two  things.  One,  I  am  interested  in  getting  the 
public  price  as  quickly  as  possible,  because  what  we  have  heard 
today  is,  that  thousands  of  women  do  not  access  to  this  drug  be- 
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cause  they  can't  afford  it  and  the  public  price  could  make  a  differ- 
ence. So  I  am  interested  in  hearing  when  the  public  price  will  come 
into  being  and  what  factors  you  all  are  looking  at  in  terms  of 
trying  to  set  that  price. 

Dr.  Deitch.  There  are  certain  parts  to  the  public  price  question, 
and  let  me  start  with  the  simplest.  The  agreement  with  the  Popu- 
lation Council  calls  for  a  public  sector  discount  to  begin  after  5 
years.  The  Norplant  system  was  approved  in  late  1990,  so  we  are 
looking  at  late  1995,  a  little  more  than  2  years  from  today,  Decem- 
ber of  1995. 

We  can't  forget,  though,  that  there  are  right  now  essentially 
public  sector  discontinues  on  the  Norplant  system.  Number  one, 
there  are  Medicaid  rebates  to  the  States  at  15.7  percent,  I  believe; 
there  are  discounted  prices  as  much  as  24  percent  to  VA;  there  are 
prices  to  the  Federal  Supply  Schedule  in  a  clinic  that  has  Govern- 
ment funding  is  also — a  result  of  law — they  will  have,  in  fact,  a 
public  sector  discounted  price. 

There  is  something,  though,  that  I  think  we  also  ought  to  under- 
stand, and  you  mentioned  that  some  of  the  individuals  on  the  pre- 
vious panel  had  described  difficulty  in  access,  and  I  think  it  would 
be  fair  to  understand  that  there  are  different  interpretations  of 
access. 

As  I  mentioned,  the  Wyeth-Ayerst  funded  independently,  and  we 
continue  to  fund  independently.  We  have  no  influence  whatsoever 
over  the  Norplant  Foundation.  They  are  individual  health  care  pro- 
viders and  recognized  experts  in  the  field  of  women's  health  care 
and  contraceptive  delivery.  They  have  set  the  requirements.  That 
is,  I  think,  one  thing  that  we  need  to  be  clear  on,  that  there  are 
over  13,000  women  who  had  no  other  source  of  insurance,  were  not 
eligible  for  Medicaid,  had  no  private  insurance,  didn't  qualify  for 
any  of  the  programs  available,  and  those  women  have  received 
Norplant  free  of  charge. 

We  have  also — during  our  training  programs,  any  woman  who 
was  part  of  the  training  program  received  the  Norplant  system 
free  of  charge,  and,  by  the  way,  we  also  guarantee  those  women 
that  we  will  assure  that  they  can  have  removal  at  any  time  free  of 
charge. 

To  address  the  issue  of  removal  that  has  been  discussed  this 
morning,  we  also  have  set  up  the  Wyeth-Ayerst  Removal  Provider 
Network  where  we  have — we  maintain  a  list  of  physicians  and 
health  care  providers  in  every  State  and  the  District  of  Columbia 
throughout  this  country  who  will  do  removals  for  a  woman  on 
demand,  no  questions  asked.  We  were  part  of  the  writing  of  the  la- 
beling for  the  product  in  insisting  that  that  be  in  there  since  we 
feel  very  strongly  about  that  matter  of  choice. 

As  far  as  Title  X  goes,  and  we  can't  lose  sight  of  the  fact  that 
over  the  past  approximately  10  years  Title  X  funding  has  decreased 
by  well  over  50  percent.  That  certainly  is  not  a  result  of  the  price 
of  the  contraceptive  service.  It  is  unfortunate  that  a  substantial 
sector  of  the  population  dependent  upon  Title  X  funding  has  had 
over  that  period  of  time  significantly  reduced  dollars  at  a  time  of 
inflation,  and  probably  almost  70  percent  of  actual  dollars  reduced 
to  provide  any  of  the  contraceptive  services. 
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Last,  the  issue  of  a  public  sector  price  for  oral  contraceptives.  We 
have  heard  this  morning  that  the  Planned  Parenthood  Foundation 
of  America  is  able  to  purchase  on  contract  oral  contraceptives  at  a 
reduced  price,  and,  yes,  that  is  true.  Both  Wyeth-Ayerst  Laborato- 
ries and  one  other  major  pharmaceutical  company  for  several  years 
has,  in  fact,  provided  that  price  at  a  discount  to  Planned  Parent- 
hood Foundation  and  other  clinics.  That  is  after  oral  contraception 
has  been  established  as  a  mainstream,  accepted  method  of  contra- 
ception. 

Contraceptive  methods  haven't  always  been  well  accepted.  We 
are  only  IVi  years  into  the  Norplant  cycle  right  now.  We  don't 
know  whether  we  have  fulfilled  a  tremendous  pent  up  demand  or, 
in  fact,  we  will  continue  to  be  successful  in  our  efforts  to  make  the 
Norplant  system  a  mainstream  method  of  contraception. 

But  one  thing  I  can  demonstrate  to  you,  Mr.  Chairman,  is  that 
before  Norplant  was  introduced  Depo  Provera  was  not  a  marketed 
product  in  the  United  States.  I  think  what  you  can  say  is  that, 
thanks  to  our  risk  taking  in  bringing  Norplant  system  to  the 
American  people  and  providing  it  to  well  over  875,000  women,  that 
other  companies  are  going  to  be  taking  the  plunge  and  taking  the 
risk  of  bringing  other  products  into  this  very  highly  competitive 
market,  a  market,  in  fact,  where  economists  would  say  there  is  a 
great  degree  of  cross-elasticity  of  demand  because  it  is  not  a  neces- 
sarily unfulfilled  need.  We  have  oral  contraceptives;  we  have  effec- 
tive methods.  The  fact  that  Norplant  represents  the  only  method 
that  is  available  for  5  years  and  is  one  of  the  most,  if  not  the  most, 
effective  method  shouldn't  enter  into  that  equation. 

Chairman  Wyden.  How  would  you 

Dr.  Deitch.  I  am  sorry.  I  did  want  to  finish  one  thought,  that  the 
oral  contraceptive  price  that  we  are  talking  about  of  a  discounted 
price  to  Planned  Parenthood  Foundation  is  the  price  that  they  pay. 
It  is  not  the  price  necessarily  that  a  woman  pays  when  she  goes  to 
the  Planned  Parenthood  clinic  because  she  pays  according  to  a  slid- 
ing scale,  and  many  women  at  Planned  Parenthood  Foundations 
will  pay  up  to  $10  for  the  product  which  Planned  Parenthood  has 
received  at  maybe  30  cents  for  a  cycle. 

At  Planned  Parenthood,  if  a  woman  receives  a  Norplant,  she  is 
paying  the  same  price  that  Planned  Parenthood  has  paid  for  the 
Norplant  system. 

Chairman  Wyden.  How  would  you  explain  this  to  a  woman,  a 
taxpayer,  who  comes  to  one  of  our  town  hall  meetings  and  hears 
about  this?  What  she  learns  is  that,  more  likely  than  not,  she  is 
not  going  to  have  access  Norplant.  She  has  heard  that  many  of  the 
programs  can't  afford  it.  Half  the  States  can't  afford  it  in  Medicaid. 
But  her  tax  dollars  go  to  subsidize  purchases  world  wide  for  a 
much  lower  price,  and  she  is  going  to  have  to  wait  2  more  years, 
until  late  1995,  before  she  can  get  access  to  it.  How  would  you  ex- 
plain it  to  somebody? 

Dr.  Deitch.  First  I  would  explain  to  her  that  the  Norplant  Foun- 
dation exists  to  handle  a  situation  just  like  that.  But  if  for  some 
reason  she  wasn't  qualified  for  that,  I  would  explain  as  simply  as  I 
could  the  differences  between  apples  and  oranges  in  a  way  that  the 
U.S.  market,  the  U.S.  product  we  are  talking  about,  is  one  that 
Wyeth-Ayerst  Laboratories  sells,  we  don't  sell  it  outside  the  United 
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States,  that  the  government  of  the  countries  that  you  were  talking 
about,  these  few  Third  World  countries,  those  governments  provide 
health  care  for  all  of  their  citizens  in  their  systems,  and  they  are 
purchasing  all  of  the  products  that  are  being  provided  as  part  of  a 
social  strategy,  as  part  of  an  economic  strategy  in  many  of  these 
country,  which  is  not  what  occurs  here  in  the  United  States,  and  I 
would  also  say  to  her  that  there  are,  of  course,  methods  of  contra- 
ception which  are  highly  effective  and  quite  acceptable  for  her  to 
use  and  that  there  are  ways,  as  you  mentioned,  Medicaid. 

I  think  there  is,  again,  something  I  would  like  to  correct,  if  I 
may,  about  Medicaid.  Every  State  in  the  United  States  has  pur- 
chased from  the  Norplant  system,  including  the  District  of  Colum- 
bia. All  51  States  have  purchased  the  Norplant  system  directly  and 
have  provided  it  to  some  degree  or  another  within  their  programs. 

What  may  not  be  apparent  to  you,  Mr.  Chairman,  is  that  what 
differs  among  the  States  is  the  level  of  reimbursement  that  each 
State  has  set  for  a  physician  or  other  health  care  provider  to  pay 
them  for  the  cost  of  the  Norplant  insertion  or  removal.  We  are  not 
just  talking  about  the  15-minute  procedure  of  the  Norplant  inser- 
tion which  is  not  that  difficult  a  procedure  nor  that  time  consum- 
ing. 

But  the  fact  is,  you  heard  this  morning  earlier,  from  Dr.  Cousins, 
for  instance,  that  one  of  the  most  important  points  for  a  woman 
who  chooses  the  Norplant  system  is  to  have  all  of  the  facts  and  all 
of  the  information  and  have  adequate  counseling. 

The  same  document  that  Dr.  Cousins  was  referring  to  showing 
that  where  counseling  was  inadequate  the  number  of  removals 
may  be  higher  than  the  average  also  says  that  in  clinics.  Planned 
Parenthood  clinics,  Title  X  clinics,  or  even  private  physicians'  of- 
fices, where  careful  counseling  is  done  and  a  woman  is  counseled 
on  all  of  the  options  available  to  her  but  fully  understands  that  the 
Norplant  system  does  have  some  minor  nuisance  side  effects,  can 
cause  some  side  effects,  but  she  fully  understands  it,  the  percent- 
ages of  removal  are  very  small. 

Chairman  Wyden.  I  am  glad  you  brought  up  the  Norplant  Foun- 
dation and  that  everyone  should  turn  to  them  who  is  facing  those 
problems.  Let  me  read  you  what  the  treasurer  of  the  Norplant 
Foundation  recently  told  the  Wall  Street  Journal.  Norplant  is  an 
example,  quote,  of  stupid  pricing  policies.  It  is  way  overpriced  com- 
pared to  what  it  goes  for  any  place  else  in  the  world. 

Now  this  is  the  foundation's  treasurer.  This  is  the  treasurer  of 
the  foundation,  is  saying  that  your  prices  are  excessive.  Do  you  all 
even  listen  to  the  foundation? 

Dr.  Deitch.  Well,  he  is  the  treasurer  of  the  foundation,  not  the 
treasurer  of — not  my  treasurer. 

Chairman  Wyden.  He  is  the  treasurer.  He  says  it  is  a  stupid  pric- 
ing policy.  He  is  the  treasurer  of  the  Norplant  Foundation.  He  is 
saying  that  the  price  is  overpriced  compared  to  what  it  goes  for 
any  place  else  in  the  world. 

Dr.  Deitch.  Outside  of  the  United  States  where  others  market 
the  Norplant  system,  the  price  in  the  United  Kingdom,  Great  Brit- 
ain, England,  which  is  probably  the  most  comparable  marketplace 
when  comparing  the  United  States,  is  virtually  the  same  price,  and 
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in  fact — maybe,  in  fact,  the  same  price  for  less  than  is  provided  by 
Wyeth-Ayerst  in  its  training  programs  and  in  the  Norplant  kit. 

As  I  tried  to  point  out,  the  price  that  is  paid,  the,  the  low  prices 
that  are  being  thrown  around  of  $27  or  whatever,  is  a  bulk  pur- 
chase price  where  a  government  of  a  developing  country — and  this 
is  only  in  a  few  countries,  because  the  prices  that  I  have  been  able 
to  find  in  doing  the  research  for  this  is  as  much  as  $125  as  a  public 
sector  discounted  bulk  price  to  some  of  the  countries.  But  they  are 
purchased  in  bulk,  and  that  is  part  of  the  health  care  system  of 
those  countries. 

That  is  not  the  way  the  marketplace  exists  here  in  the  United 
States  nor — nor  is  there  a  provider,  a  private  provider,  in  those 
countries  that  has  to  accept  the  kind  of  liability  and  has  to  face  the 
regulations  of  the  Food  and  Drug  Administration,  and  many  of 
them  very  rightly  imposed  upon  us,  in  packaging  and  production. 

Chairman  Wyden.  I  think  it  is  very  interesting  that  you  are 
saying  that  the  problem  is  that  other  countries  can  buy  in  bulk 
and  have  bulk  purchases.  Well,  California  tried  to  buy  in  bulk  from 
all  of  you.  They  earmarked  $5  million.  So  they  did  exactly  what 
you  are  saying  is  the  key  to  getting  price  relief,  and  you  all  stiffed 
them  too. 

Dr.  Deitch.  In  the  State  of  California  there  was,  in  fact,  a  set- 
aside.  We  worked  very  closely  with  the  health  commissioner  of  the 
State  of  California,  with  Dr.  Kessler  and  with  Molly  Coye  to  pro- 
vide the  product  as  well  as  set  up  for  them  Statewide  training. 

One  of  the  problems  in  the  State  of  California,  Mr.  Chairman,  is 
that  the  reimbursement  that  the  California  Medicaid  system  has 
set  for  the  provider  is  an  economic  disincentive. 

In  the  State  of  Texas,  for  instance,  where  the  Norplant  system 
has  been  quite  a  success  throughout  the  State,  both  in  the  private 
and  the  public  sector,  the  rate  of  reimbursement  for  the  Norplant 
system,  but,  more  importantly,  the  rate  of  reimbursement  to  a 
health  care  provider  for  the  time  and  effort  required  to  counsel  and 
to  do  the  insertion  to  follow  up  with  a  woman  is  a  little  more  than 
twice  what  the  State  of  California  has  set  aside  to  reimburse  health 
care  providers,  and  in  the  State  of  California  the  liability  to  those 
providers  is  a  significant  multiple  of  what  it  is  in  the  State  of 
Texas. 

So  what  you  have  at  work  here  is  not  any  desire  on  the  part  of 
California  not  to  provide  the  Norplant  system  as  a  product.  They, 
in  fact,  do  recognize  its  cost  benefit  and  cost  savings,  and  they  have 
said  that  many  times  in  public,  but  they  have  set  reimbursement 
for  providers  much  too  low  for  it  to  be  an  incentive  for  any  provid- 
er to  want  to  take  upon  themselves  the  time  and  the  liability  to 
offer  the  service. 

Chairman  Wyden.  On  the  matter  of  women  in  the  private  sector 
leaving,  which  you  all  seem  to  be  concerned  about,  the  prospect  of 
them  leaving  their  own  private  physicians  and  flocking  to  public 
programs  and  the  like,  what  evidence  do  you  have  that  that  is  a 
threat? 

We  heard  earlier  testimony  that  it  was  not  a  threat  from  people 
at  public  programs,  and  in  fact  people  at  public  programs  said  even 
if  someone  wanted  to  come,  they  would  have  difficulty  taking  them 
because  they  are  so  oversubscribed  now. 
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Dr.  Deitch.  Well,  as  you  heard,  yes,  and  the  public  clinics  are,  in 
fact,  oversubscribed.  They  are  oversubscribed  because  they  are  un- 
derfunded. They  are  underfunded  through  Title  X  because  the 
funds  have  diminished  significantly  over  the  past  10  years.  That 
truly  is  the  reason. 

But  getting  back  to  your  original  question  about  the  private 
sector,  clearly  any — any  product  that  has  as  its  method  of  delivery 
to  the  patient  the  need  to  have  a  physician  or  health  care  provider, 
the  need  to  have  an  office,  the  need  to  have  a  place  to  counsel  a 
patient,  all  of  these  issues  are  time  consuming;  they  are  heavy  with 
overhead  for  an  office. 

I  am  sure  you  are  aware  that  anyone  having  an  office  practice  in 
today's  world,  a  private  practitioner — and  I  can  attest  to  this  from 
personal  experience  over  the  years  in  private  practice — the  over- 
head can  be  as  much  as  60  percent. 

What  I  am  saying  is  that  to  have  a  situation  where  a  physician 
who  has  developed  a  relationship  with  his  patient,  who  provides 
her  health  care  not  only  for  contraception  but  perhaps  yearly  pap 
smears  and  so  on,  is  depending  upon  that  particular  individual  to 
be  part  of  his  practice,  and  for  him  to  assume  that  he  is  going  to 
have  the  ability  to  provide  the  Norplant  system,  to  go  through  the 
training,  take  the  time  to  set  up  perhaps  a  separate  counseling 
room,  and  maybe  purchase  a  videotape  machine  and  screen  so  that 
the  prospective  Norplant  recipient  can  spend  the  time  reviewing 
all  of  the  materials  that  we  have  prepared — for  him  to  take  on 
that,  I  am  sure  that  you  would  agree  that  he  would  need  to  have  a 
reasonable  return  for  that  and  he  would  have  to  be  assured  that 
the  product  would  be  an  economic  incentive  for  him. 

But  if,  on  the  other  hand,  he  knew  that  that  patient  could  go 
down  the  street  and  right  from  the  outset  purchase  the  product  at 
some  substantial  discount,  I  don't  think  it  would  make  economic 
sense  for  those  physicians,  those  health  care  providers,  to  even 
think  about  offering  the  service. 

Chairman  Wyden.  Well,  I  just  fmd  all  this  baffling.  I  mean  we 
just  heard  today  from  programs  involved  with  contraceptives  like 
the  pill  there  wasn't  any  of  this  happening.  I  don't  know  of  any 
case  study,  any  kind  of  journal  article,  that  documents  what  you 
are  talking  about.  I  think  this  is  all  just  hocus-pocus  to  try  to  offer 
another  reason  to  not  give  a  discount. 

But  we  will  hold  the  record  open.  Doctor,  so  that  Wyeth  can  give 
us  any  documented  studies  or  any  kind  of  analysis  indicating  that 
women  are  going  to  leave  their  private  physicians  and  flock  to 
public  programs  in  throngs. 

Let  me,  if  I  might,  turn  now  to  you,  Dr.  Leeper,  for  a  moment.  I 
am  very  interested  in  what  you  are  talking  about  in  terms  of 
trying  to  change  the  approval  process.  I  think  that  all  of  us  would 
agree,  everybody  at  the  table  would  agree,  that  we  need  to  do 
something  to  shake  up  the  approval  process  at  the  FDA. 

I  have  a  proposal  now  before  the  Clinton  administration.  Dr. 
Kessler,  Judith  Feder,  who  is  in  the  White  House  to,  in  effect,  in- 
centivize  the  private  sector  so  that  if  people  like  yourself  are  will- 
ing to  spend  their  own  nickel  taking  considerable  risk  and  then  of- 
fering clinical  data  which  would  show  that  their  products  are 
either  superior  or  are  a  more  cost  effective,  we  would  then  move 
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them  to  the  head  of  the  approval  process  and/or  give  them  some 
version  of  extended  exclusivity. 

Is  that  the  kind  of  thing  that  a  small  company  like  yourself 
would  find  useful? 

Dr.  Leeper.  Yes.  I  mean — yes,  to  answer  your  question  directly, 
that  would  be  helpful. 

Our  product,  theoretically,  was  moved  to  the  head  of  the  list  be- 
cause it  was  unique  in  offering  the  opportunity  to  protect  against 
AIDS  as  well  as  pregnancy.  But  theoretically  on  paper,  moving  to 
the  head  of  the  list  is  theory.  In  practicality,  that  is  not  what  hap- 
pened. 

I  mean  clearly  we  could  have  been  on  a  priority  list  that  put  us 
at  the  head  of  the  table,  but  the  way  the  system  works,  the  whole 
approach  of  how  the  approval  process  is  so  embedded  in  tradition 
that,  in  fact,  it  took  an  enormous  of  time  just  to  look  at  what — in 
1988  and  in  early  1989,  it  was  defined  that  female  condoms  were 
going  to  make — could  make  a  significant  contribution  and  it  was 
important  to  move  quickly  to  get  them  to  the  marketplace,  and  yet 
to  get  the  first  one  to  the  marketplace  took  until — well,  till  May 
1993. 

So  even  though  the  urgency  was  there,  even  though  you  say,  OK, 
these  types  of  products  are  going  to  go  to  the  head  of  the  list,  the 
system  has  to  change  as  well,  and  I  truly  believe  that  this  relation- 
ship— that  a  relationship  needs  to  be  formed  between  the  private 
sector  and  the  public  sector  to  look  at  that,  to  see  if  there  are  ways 
that  we  can  change — you  cannot  change — I  do  not  believe  that  that 
system  can  change  isolated;  I  think  that  there  needs  to  be  a  rela- 
tionship between  the  private  sector  and  the  public  sector,  between 
NIH,  the  CDC,  the  FDA,  and  us  to  try  to  figure  out  ways  to  bring 
these  new  innovative  products  to  the  market  quickly. 

Chairman  Wyden.  Well,  it  is  a  good  suggestion  you  are  making. 

I  want  to  get  you  into  this.  Dr.  Carpenter,  as  well. 

I  want  you  to  know  that  I  am  working  on  that  now,  and  I  am 
going  to  endeavor  to  get  this  into  the  national  health  reform  legis- 
lation. 

Dr.  Leeper.  That  is  terrific. 

Chairman  Wyden.  Because  I  think  that — I  mean  you  look  at  the 
eighties,  and  what  the  eighties  were  all  about  essentially  was,  that 
a  lot  of  the  new  drugs  were  essentially  "me  too"  products,  and  a  lot 
of  the  new  devices,  in  effect,  were  similar  to  what  was  already  out 
there.  Unfortunately  those  are  the  drugs  and  devices  that  get  con- 
sidered first,  and  it  seems  to  me  we  have  got  to  have  some  way  to 
get  technology-driven  small  companies  like  yourselves  into  a  posi- 
tion where  you  can  get  independent  data  that  you  can  bring  to  the 
Government,  have  promptly  assessed  and  verified  and  then  more 
out  of  the  bowels  of  the  operation  at  Rockville.  You  should  actually 
get  a  quick  decision  rather  than  just  another  one  of  the  these, 
nightmares  that  goes  on  and  on. 

Dr.  Leeper.  On  and  on. 

Chairman  Wyden.  As  long  as  the  Trojan  War. 

Ms.  Leeper.  Right. 

Chairman  Wyden.  All  right. 

Dr.  Carpenter? 


51 

Dr.  Carpenter.  Yes,  a  couple  of  things,  one  of  which  is,  I  would 
really  discourage  us  from  trying  to  figure  out  ways  to  put  more  oil 
on  old  machinery  and  hope  that  it  will  work  better,  and  so  I  would 
encourage  you  in  your  legislative  proposals  to  think  of  a  couple  of 
additional  approaches,  one  of  which,  building  on  the  standing  pur- 
chase order  proposal,  is  to  include  in  the  standard  purchase  order 
specifications  which  were  agreed  on  in  advance  by  the  Food  and 
Drug  Administration  such  that  any  product  which  met  those  speci- 
fications, which  would  have  included  a  certain  amount  of  clinical 
trial,  et  cetera,  was  automatically  deemed  approved. 

I  think  you  will  find  horror  stories  after  horror  stories  about 
how,  when  dealing  with  the  FDA  the  goal  posts  keep  changing,  and 
if  there  is  a  strong  public  interest  in  a  particular  product,  good  sci- 
entists could  sit  down  ahead  of  time  and  say,  "We  want  X  number 
of  people  in  the  clinical  trial;  these  are  the  thresholds  that  we  will 
use  for  safety,  these  are  the  thresholds  we  use  for  effectiveness." 
These  will  then  determine  the  product  specification,  and  when 
someone  comes  up  with  that  product  they  have  two  things,  they 
have  automatic  FDA  approval,  and  they  have  an  automatic  pur- 
chase order  from  the  Federal  Government.  That  will  get  the  com- 
petitive juices  flowing. 

The  second  thing  is,  we  have  put  our  colleagues  in  the  Food  and 
Drug  Administration  in  a  relatively  uncomfortable  situation  in  the 
United  States  in  contrast  to  other  drug  approval  agencies  in  that  it 
is  very  difficult  in  the  United  States  once  you  let  a  product  on  the 
marketplace  to  get  it  off  The  eminent  hazard  procedure  in  the  U.S. 
Food  and  Drug  Act  is  so  onerous  to  implement  that  it  has  only 
been  done  twice  in  the  history  of  the  Food  and  Drug  Administra- 
tion to  take  products  off  the  marketplace  under  that  provision,  and 
I  have  urged  before  and  will  urge  you  to  consider  at  this  time  a 
dramatically  different  approach  to  product  approval  which  says 
that  when  a  company  comes  to  the  Food  and  Drug  Administration, 
what  they  seek  is  a  license  for  X  number  of  units  of  sale,  and  that 
license  is  granted,  and  if  they  want  it  renewed,  they  have  to  come 
back  with  new  clinical  data  and  new  information  to  get  an  ex- 
tended license. 

In  the  case  of  an  orphan  drug,  the  number  of  units  might  be 
such  that  they  would  never  have  to  come  back.  In  the  case  of  a 
product  of  uncertain  future,  the  company  could  go  to  the  market- 
place with  limited  clinical  data.  If  the  marketplace  took  off,  they 
would  have  an  incredible  incentive  to  do  the  clinical  research  to 
come  back  and  get  approval  for  the  next  million  units,  and  that 
way  the  risk  and  the  benefit  to  society  would  be  kept  in  balance. 

We  have  set  up  a  one  time  mechanism  in  the  FDA  where,  if  I 
were  sitting  there,  I  would  also  be  uncomfortable  in  saying  yes, 
this  is  approved  forever. 

If  we  had  such  a  policy  it  would  make  a  big  difference,  particu- 
larly for  a  small  company.  The  small  company  could  come  to  the 
FDA  and  say  "We  only  want  approval  to  sell  a  100,000  units  of  this 
device,  and  if  the  market  supports  it  we  will  do  additional  clinical 
research  and  we  will  come  back  and  we  will  get  an  extended  li- 
cense for  the  next  chunk,"  and  that  way  we  have  a  constant  check 
and  balance. 
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Right  now,  there  is  literally  no  widespread  implementation  of 
what  is  called  Phase  Four  research.  Once  you  get  your  license,  to  a 
large  degree  you  stop  doing  clinical  work.  This  would  require  that 
you  continue  to  do  clinical  work  to  have  a  continuing  license,  and, 
again,  what  I  would  urge  you  to  do  and  would  be  prepared  to  work 
with  your  staff  on  is,  let's  come  up  with  some  new  machinery.  Put- 
ting oil  on  the  old  piece  of  machinery  is  only  going  to  provide  us 
with  short-term  satisfaction. 

Chairman  Wyden.  You  offer  up  some  very  intriguing  ideas.  We 
aren't  going  to  let  you  out  of  the  building  today  before  I  get  you 
together  with  one  of  my  other  staff  members  who  is  working  on 
this  proposal  and  talking  to  Dr.  Kessler's  office.  I  want  my  staff  to 
have  a  chance  to  pick  your  brain  a  little  bit.  You  have  been  very 
helpful. 

It  seems  to  me  what  both  you  and  Dr.  Leeper  are  saying,  besides 
calling  for  a  new  process,  new  machinery,  rather  than  oil  on  the 
old  machinery,  we  have  got  to  have  a  system  that  provides  some 
certainty  by  way  of  getting  a  decision.  I  mean  we  have  had  people 
just  go  on  and  on  and  on  in  this  system,  and  that  is  one  of  the  cen- 
tral problems. 

We  have  got  a  vote  on  the  Floor  here.  I  did  want  to  give  you  the 
opportunity.  Dr.  Forrest,  to  talk  for  a  moment  about  some  of  the 
problems,  particularly  in  why  pharmaceutical  companies  don't  see 
the  possibility  of  the  contraceptive  market.  You  all  have  been  out 
there  toiling  in  the  vineyards  for  a  lot  of  years  studying  this,  and  it 
would  seem  to  me  that  this  is  potentially  a  very,  very  lucrative 
market,  and  I  would  be  interested  in  why  you  think  more  compa- 
nies don't  find  it  attractive. 

Dr.  Forrest.  Well,  I  agree,  although  I  am  not  sure  which  compa- 
nies you  should  be  buying  stock  in  if  you  see  it  as  so  lucrative.  In 
fact,  a  number  of  the  issues  have  been  raised  here.  The  concern 
about  liability  is  one. 

The  issues  of,  in  fact,  the  profitability  of  oral  contraceptives  and 
the  wide  favorable  opinions  about  oral  contraceptives  certainly 
raise  questions  about  whether  you  can  attain  a  very  large  market 
share,  and  one  of  the  options  that  we  have  seen  discussed  here  by 
Dr.  Leeper  is  looking  at  niches,  small  niches  that  are  not  served  by 
the  current  market. 

What  I  think  is  clear  now  is  that  the  introduction  of  Norplant 
has  shaken  up  some  of  the  assumptions  about  the  desires  of  Ameri- 
can couples  for  contraceptive  methods  and  shown  that  there  is,  in 
fact,  a  very  large  degree  of  interest  for,  especially,  long-term  re- 
versible methods,  and  that  is  one  that  hopefully  will  now  be  met 
not  only  by  this  method  but  by  others  as  well  and  that  other  com- 
panies will  try  to  come  up  with  some  new  products  that  will  ad- 
dress it. 

In  all  of  the  long-acting  reversible  methods,  we  are  going  to  have 
some  of  the  same  issues  that  we  have  raised  here  with  Norplant, 
that  the  cost,  unless  we  can  find  some  other  means  of  financing  the 
contraceptive  supplies,  the  cost  will  have  to  be  paid  for  up  front. 
That  is  an  issue  that  Mr.  Combest  raised  at  the  beginning,  and  I 
think  that  is  one  I  don't — I  am  not  a  financial  person,  I  don't  have 
the  answer  to  that,  but  I  think  allowing  somehow  especially  the 
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public  sector  providers  to  spread  out  the  purchase  cost  could  be 
very  helpful  in  making  those  methods  more  accessible. 

Chairman  Wyden.  That  is  an  interesting  idea  as  well. 

I  want  all  of  you  to  know,  and  particularly  you,  Dr.  Deitch,  that  I 
think  we  have  to  do  better  than  wait  2  more  years  before  low- 
income  women,  the  thousands  and  thousands  of  them  that  are 
waiting  for  this  very  promising  contraceptive,  get  access  to  it. 

It  doesn't  pass  the  smell  test  for  a  Member  of  Congress,  and  a 
Member  of  Congress  who  is  consistently  supportive  of  help  in  the 
area  of  both  international  assistance  and  research  and  develop- 
ment tax  credit  credits  for  your  industry,  product  liability  reform 
legislation  [which  I  have  supported,]  a  capital  gains  differential,  a 
whole  panoply  of  incentives  that  the  Congress  has  worked  to  give 
industries  like  yours,  and  then  at  the  same  time  we  tell  women, 
"Look,  people  overseas  are  going  to  get  it  at  this  price,  but  you  are 
not  going  to  be  able  to  get  it  in  this  country  because  it  is  sirnply 
priced  out  of  reach."  That  is  just  not  good  enough,  and,  if  anything, 
you  are  making  the  case  today  for  President  Clinton's  health 
reform  proposals  on  pharmaceuticals,  and  I  bet  that  is  not  some- 
thing you  exactly  had  in  mind,  and  I  hope  that  you  will  go  back, 
and  tell  your  company  that  at  least  this  Member  of  Congress 
thinks  your  company  has  a  moral  obligation  to  give  a  better  shake 
to  women  in  this  country.  They  are  doing  too  much  and  have  al- 
ready done  too  much  to  make  this  drug  available.  I  mean  Dr. 
Bardin  said  point  blank  it  wouldn't  have  gotten  out  there,  there 
wouldn't  have  been  a  market  out  there,  if  it  hadn't  been  for  the 
contribution  of  the  taxpayers. 

So  we  have  to  do  better,  and  we  are  interested  in  working  with 
you  to  do  better,  but  it  is  just  not  good  enough  to  wait  2  more  years 
and  deny  thousands  and  thousands  of  other  low-income  women, 
such  as  Mrs.  Knight  who  could  couldn't  even  get  here  today  be- 
cause she  couldn't  arrange  child  care  to  tell  her  story. 

So  we  thank  all  this  panel.  We  have  got  one  left  to  go.  We  are 
going  to  take  a  break  for  10  minutes,  and  we  will  come  back  at 
that  time. 

[Recess.] 

Chairman  Wyden.  Dr.  Haseltine,  thank  you,  and  we  very  appre- 
ciate all  the  cooperation  you  have  shown  the  subcommittee  not  just 
on  this  but  on  many  matters,  and  our  various  efforts  on  health 
care  over  the  years,  and  we  appreciate  it. 

It  is,  as  you  know,  the  practice  of  the  subcommittee  to  swear  all 
the  witnesses.  Do  you  have  any  objection  to  being  sworn  as  a  wit- 
ness? 

[Witness  sworn.] 

Chairman  Wyden.  We  thank  you.  We  will  make  your  prepared 
statement  a  part  of  the  hearing  record  in  its  entirety.  If  you  could 
take  5  minutes  or  so  and  summarize  your  principal  concerns,  hope- 
fully we  can  get  a  few  questions  in  before  we  get  a  buzzer  for  an- 
other vote,  and  we  thank  you  and,  as  I  say,  appreciate  the  good 
work  that  you  do. 
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TESTIMONY  OF  FLORENCE  HASELTINE,  DIRECTOR,  CENTER  FOR 
POPULATION  RESEARCH,  NATIONAL  INSTITUTE  OF  CHILD 
HEALTH  AND  HUMAN  DEVELOPMENT,  NATIONAL  INSTITUTES 
OF  HEALTH 

Dr.  Haseltine.  Thank  you,  Chairman  Wyden  and  members  of 
the  subcommittee. 

My  name  a  is  Florence  Haseltine.  I  am  an  obstetrician-gynecolo- 
gist, and  I  am  the  Director  of  the  Center  for  Population  Research 
within  the  National  Institute  of  Child  Health  and  Human  Develop- 
ment at  the  National  Institutes  of  Health.  Thank  you  for  the  op- 
portunity to  speak  to  you  about  our  program. 

Since  its  founding  25  years  ago,  the  Center  for  Population  Re- 
search has  pursued  the  major  goals  of  developing  a  broader  array 
of  reproductive  choices  for  the  American  people  and  expanding  our 
knowledge  of  reproductive  medicine.  As  a  major  part  of  that  pro- 
gram mission,  our  Contraceptive  Development  Branch  supports  a 
broad  array  of  studies  on  many  drugs  and  devices  that  have  a  po- 
tential to  be  developed  for  use  as  a  contraceptive.  In  this  process, 
we  have  frequently  worked  in  concert  with  both  nonprofit  and  for- 
profit  organizations  to  bring  new  or  improved  contraceptives  to  the 
public. 

Included  in  these  contraceptive  development  studies  have  been 
an  examination  and  testing  of  various  synthetic  steroids.  We  have 
routinely  supported  preclinical  and  clinical  studies  on  a  number  of 
synthetic  steroids.  The  data  available  from  these  studies  is  used  by 
the  pharmaceutical  and  small  business  community  when  they  are 
looking  for  agents  to  further  develop.  In  some  cases  we  hold  the 
patent  on  the  drug,  and  in  other  cases  another  party  will  hold  the 
patent.  When  we  hold  the  patent,  we  attempt  to  license  the  prod- 
uct. When  others  hold  the  patent,  we  may  support  the  development 
of  the  product  by  testing  the  agent. 

The  drug  Levonorgestrel  is  such  a  synthetic  steroid.  The  patent 
for  this  agent  is  held  by  Wyeth-Ayerst,  which  developed  and  later 
used  it  to  develop  Norplant  through  a  licensing  agreement  with  the 
Population  Council.  Levonorgestrel  is  related  to  progesterone  and, 
because  of  its  biological  properties,  is  an  excellent  contraceptive 
with  the  additional  benefit  of  being  long-acting. 

Our  Contraceptive  Development  Branch  has  been  working  on  a 
new  product  called  Capronor,  which,  like  Norplant,  uses  Levonor- 
gestrel. Similar  to  Norplant,  Capronor  also  uses  an  implant  deliv- 
ery system  and  is  being  developed  in  a  form  that  requires  it  to  be 
used  only  once  a  year.  The  principal  distinction  between  these  two 
products  is  that  Capronor,  which  is  still  several  years  away  from 
reaching  the  market,  uses  a  biodegradable  delivery  capsule  which 
does  not  need  to  be  removed. 

During  the  early  stages  of  developing  Capronor,  we  spent  just 
over  $400,000  on  toxicology  studies  of  Levonorgestrel.  As  is  our 
practice,  the  results  of  these  studies  were  made  available  to  other 
organizations  to  use  with  any  application  for  drug  approval.  The 
Population  Council  obtained  these  results  for  their  NDA  for  Nor- 
plant. This  indirect  funding  constitutes  the  sum  of  NIH  support  for 
the  development  of  Norplant. 
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The  issues  surrounding  the  development  of  drugs  and  bringing 
them  to  market  are  critical  to  us.  Developing  safe,  effective,  afford- 
able, and  convenient  contraceptives  is  our  goal.  In  these  efforts,  we 
face  several  significant  problems.  One  is  that  the  pharmaceutical 
groups  that  we  rely  on  to  develop  and  particularly  market  contra- 
ceptives should  not  feel  unduly  burdened  by  the  process,  and  it 
must  be  advantageous  for  them  to  work  with  NIH. 

It  is  reasonable  for  companies  to  expect  a  profit  from  new  prod- 
ucts. On  the  other  hand,  we  must  accept  our  public  responsibility 
and  help  to  develop  affordable  and  convenient,  as  well  as  safe  and 
effective,  contraceptive  products.  As  part  of  this  process,  concern 
over  liability  and  indemnity,  exclusive  licensing  and  pricing  are 
real  issues.  These  concerns  and  expectations  apply  to  all  drugs,  di- 
agnostic and  device  development. 

Additionally,  in  the  contraceptive  development  area,  we  are  in  a 
socially  delicate  area  of  research  characterized  by  strong  feelings 
and  a  sense  of  public  responsibility.  We  depend  on  the  pharmaceu- 
tical companies  to  invest  in  product  development,  and,  in  doing  so, 
they  should  be  supported  by  the  public  and  their  investors. 

The  private  sector  and  our  program  need  a  well  thought  out, 
interactive  program  in  product  development.  Since  such  research  is 
at  the  cutting  edge,  we  often  work  in  areas  where  there  is  little 
previous  experience  to  draw  on  and  no  consensus  on  the  scientific 
criteria  for  bringing  the  product  to  market. 

Mr.  Chairman,  the  most  critical  issue  to  be  kept  in  mind  is  that 
contraceptive  development  is  important  to  the  public  and  that 
there  must  be  medical,  social,  and,  for  the  private  sector,  financial 
rewards  for  working  in  this  area. 

Again  I  want  to  thank  you  and  the  subcommittee  for  your  inter- 
est in  our  activities,  and  I  hope  that  we  can  continue  to  work  to- 
gether to  improve  the  reproductive  health  of  the  American  people. 

I  would  be  pleased  to  respond  to  any  questions  you  may  have  at 
this  time. 

[Dr.  Haseltine's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  We  thank  you,  and  we  will  be  anxious  to  work 
with  you  in  the  days  ahead. 

Doctor,  as  I  understand  the  Levonorgestrel  was  the  active  ingre- 
dient of  an  oral  contraceptive  long  before  it  became  part  of  the 
Norplant  device.  Is  that  correct? 

Dr.  Haseltine.  That  is  correct.  There  was  an  inadvertent  error 
in  my  written  testimony  which  incorrectly  made  it  appear  that  Le- 
vonorgestrel was  developed  for  use  in  Norplant.  It  was  developed 
some  years  before  the  development  of  Norplant. 

Chairman  Wyden.  OK.  As  an  oral  contraceptive,  did  Levonorges- 
trel have  a  pretty  good  safety  record? 

Dr.  Haseltine.  Yes,  it  did. 

Chairman  Wyden.  Therefore,  is  it  reasonable  to  expect  that  Nor- 
plant should  have  a  pretty  good  safety  record,  that  we  could  in  this 
kind  of  instance  expect  to  have  relatively  few  product  liability  com- 
plaints based  on  the  principal  ingredient? 

Dr.  Haseltine.  Yes,  that  is  our  expectation. 

Chairman  Wyden.  Doctor,  I  know  you  have  had  a  long  associa- 
tion with  contraceptive  development.  I  think  it  would  be  interest- 
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ing  if  you  could  give  us  some  comments  as  to  the  factors  which 
make  certain  contraceptives  more  popular. 

For  example,  certainly  convenience  of  use  is  a  factor,  use  that 
doesn't  require  daily  exercise  such  as  taking  the  pill,  these  kinds  of 
things.  Why  don't  you,  if  you  would,  outline  some  of  those  consider- 
ations. 

Dr.  Haseltine.  It  is  important  to  remember  that  we  need  an 
array  of  contraceptive  options.  While  we  have  to  be  aware  of  what 
is  safe  and  effective,  at  the  same  time,  for  contraceptives  to  be 
used,  they  have  to  be  convenient  for  each  person  who  uses  them. 
What  is  convenient  for  one  person  may  not  be  convenient  for  an- 
other person,  and  that  may  have  to  do  with  usage  and/or  their 
feelings  about  usage.  So  we  need  to  have  a  broad  array  of  options 
and  that  includes  a  broad  array  of  options  over  the  life-span  of  a 
person. 

Chairman  Wyden.  On  this  pricing  issue,  if  I  could,  one  of  the 
things  that  I  found  very  striking  about  Dr.  Bardin's  testimony — 
were  you  here  for  that  by  any  chance? 

Dr.  Haseltine.  Yes,  I  was.  I  have  been  here  the  entire  hearing. 

Chairman  Wyden.  What  Dr.  Bardin  basically  said  was  that  the 
taxpayer  was  there  early  on  in  the  development  of  Norplant.  I 
mean  everything  I  have  learned  about  drug  development  is  that 
getting  there  early,  being  willing  to  put  those  initial  dollars  out,  is 
absolutely  key.  That  is  one  of  the  key  considerations  in  terms  of 
trying  to  make  the  market,  and,  in  fact,  he  said  that  the  Govern- 
ment's involvement  basically  did  shape  the  market.  Is  that  some- 
thing that  you  would  largely  agree  with  in  terms  of  what  Dr. 
Bardin  said? 

Dr.  Haseltine.  It  is  important  that  early  research  be  done,  and 
we  do  support  basic  research  in  all  areas  of  reproductive  biology. 
Without  this  early  basic  research  to  help  identify  the  new  ap- 
proaches likely  to  contribute  to  the  public  good,  I  think  that  we 
would  have  trouble  getting  people  to  do  the  product  development 
research  that  results  in  new  contraceptives  being  brought  to  the 
market. 

Chairman  Wyden.  Are  you  troubled  by  this  lack  of  a  public 
sector  price  for  Norplant?  I  mean  what  we  heard  particularly  from 
our  first  panel  is,  literally  thousands  and  thousands  of  women 
across  the  country  aren't  getting  access  to  this  promising  contra- 
ceptive because  there  is  no  public  sector  price.  Is  that  something 
you  find  troubling? 

Dr.  Haseltine.  Well,  again,  we  want  to  help  develop  products 
that  people  can  afford  to  use.  We  are  concerned  enough  about  this 
area  that  we  have  established  a  special  assistant  position  in  my 
office  to  focus  on  exactly  these  issues. 

Chairman  Wyden.  Well,  I  am  pleased  to  see  you  do  it  because  I 
know  that  a  couple  of  years  ago  we  had  Dr.  David  Grimes — I  think 
you  have  dealt  with  him  many  times  over  the  years — come  before 
the  subcommittee,  and  he  said  that  women  all  over  the  Third 
World  had  access  to  more  contraceptive  products  than  do  women  in 
my  district  or  most  congressional  districts  in  the  country.  So  I 
think  that  it  is  clear  that  we  have  much  to  do. 

I  support  the  work  that  you  are  doing  in  terms  of,  liaison  with 
the  companies  and  counseling  with  them,  and  I  think  what  is  exas- 
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perating  is  the  kind  of  thing  that  we  heard  here  a  bit  ago  that 
women  still  have  to  wait  2  more  years  after  a  market  has  been 
made  essentially  with  taxpayer  funds.  Women  overseas  get  it  as  a 
result  of  U.S.  foreign  aid  expenditures,  and  yet  people  like  myself 
are  supposed  to  stand  up  at  town  hall  meetings  and  describe  how 
all  this  is  somehow  OK  as  a  way  of  doing  business  in  the  country.  I 
don't  think  it  is  OK. 

I  think  what  Dr.  Rosenfield  at  Columbia  said  early  on  in  terms  of 
the  pricing  structure  was  right,  that  it  was  unconscionable,  and  we 
are  just  glad  you  are  out  there  doing  basic  contraceptive  research, 
and  we  are  going  to  be  working  very  closely  with  you. 

Is  there  anything  else  you  would  like  to  add? 

Dr.  Haseltine.  Not  at  this  time,  thank  you. 

Chairman  Wyden.  We  thank  you  for  your  fine  work. 

The  subcommittee  is  adjourned. 

[Whereupon,  at  1:20  p.m.,  the  subcommittee  was  adjourned,  sub- 
ject to  the  call  of  the  Chair.] 
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OPENING  STATEMENT 
REP.  RON  WYDEN 

BEFORE  THE  SUBCOMMITTEE  ON  REGULATION,  BUSINESS  OPPORTUNITIES 

AND  TECHNOLOGY 

NORPLANT:  IS  THIS  BREAKTHROUGH  CONTRACEPTIVE  DEVICE  DEVELOPED 

THROUGH  FEDERAL  SUBSIDIES  FAIRLY  PRICED,  OR  ARE 

CONSUMERS  BEING  GOUGED? 

November  10,  1993 


Today  the  Subcommittee  on  Regulation,  Business  Opportunities 
and  Technology  continues  its  three-year-long  inquiry  into  the 
pricing  of  drugs  developed  in  whole,  or  in  part,  through  taxpayer 
subsidized  research.  Our  focus  will  be  the  commercialization  of 
the  device  Norplant,  an  implantable  contraceptive  product  involving 
technology  development  significantly  supported  by  the  federal 
government  and  by  tax-exempt  foundations,  and  marketed  in  the  U.S. 
by  Wyeth-Ayerst  Laboratories. 

Presently,  Norplant  is  priced  in  many  countries  around  the 
world  at  $2  3  per  patient.  These  sales  are  underwritten  by  the  U.S. 
taxpayer,  who  subsidizes  international  family  planning  efforts 
through  the  foreign  aid  program.  Meanwhile,  in  the  United  States, 
from  Portland,  Oregon,  to  Portland,  Maine,  the  market  price  for 
Norplant  is  $365. 

Bringing  drugs  to  market  is  a  risky  business,  and  our 
companies  deserve  to  make  a  reasonable  profit.  Yet,  it  is  one 
matter  when  private  companies  shoulder  the  bulk  of  the  risk  in  our 
free  enterprise  system.  It  is  quite  another  when  the  U.S.  taxpayer 
does  much  of  the  heavy  lifting. 

In  the  Chair's  view,  federal  taxpayers  bought  and  paid  for  a 
significant  portion  of  Norplant's  development.  While  Wyeth  allowed 
experimentation  with  Norplant's  long-available,  patented 
ingredient,  the  Agency  for  International  Development,  and  the  tax- 
exempt  Population  Council,  fronted  all  of  the  remaining  research 
and  government  approval  costs  over  the  product's  2  5-year 
development  phase. 

These  U.S.  drug  development  policies  have  created  a  Norplant 
pricing  system  which  ought  to  outrage  every  taxpayer: 

As  U.S.  foreign  aid  purchases  provide  hundreds  of 
thousands  of  Norplant  devices  to  the  poor  worldwide, 
citizens  in  half  our  states  cannot  get  Norplant  through 
Planned  Parenthood  facilities  or  federally  supported 
health  clinics  because  the  drug  is  simply  too  expensive. 
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Page  Two 


While  thousands  of  our  nation's  working  poor  are  having  their 
contraceptive  choices  severely  restricted,  the  Agency  for 
International  Development  used  U.S.  tax  dollars  to  purchase  $4.5 
million  worth  of  this  device  for  the  Third  World  in  the  last  fiscal 
year. 

Quite  correctly.  Dr.  Allan  Rosenfield,  dean  of  the  School  of 
Public  Health  at  Columbia  University,  calls  this  pricing  structure 
"unconscionable. " 

It  is  worth  noting  that  American  Home  Products,  the  Wyeth 
holding  company,  had  sales  last  year  of  $7.9  billion,  with  net 
income  of  $1.5  billion.  Despite  the  taxpayer's  crucial  investment 
in  this  device,  the  company  has  declined  to  give  us  information  on 
Norplant  sales,  or  the  drug's  distribution  costs.  However, 
estimates  by  subcommittee  staff  indicate  that  three  years  of 
unbridled  pricing  by  the  distributors  has  culminated  in  hundreds  of 
millions  in  U.S.  sales,  including  almost  $270  million  in  Norplant 
revenues  during  the  last  two  years. 

At  present,  Norplant  is  approved  for  reimbursement  in  every 
state's  Medicaid  program.  But  tragically,  at  any  given  time 
Medicaid  administrators  in  only  25  to  26  states  can  afford  to  stock 
this  product. 

As  we  will  hear,  today,  Norplant  is  simply  too  costly  for  many 
working  Americans.  In  addition  to  the  device  price  of  $365, 
patients  also  must  pay  $150  for  surgically  implanting  the  drug,  and 
$200  more  when  the  device  is  surgically  removed... a  total  package 
cost  approaching  $700. 

Subcommittee  staff  have  been  told  that  the  drug 
manufacturer's  break-even  point  may  be  as  little  as  $16 
per  device. 

Today,  we  will  hear  testimony  from  Wyeth  describing  some  of 
the  problems  and  hazards,  financial  and  otherwise,  of  being  in  the 
U.S.  contraceptive  device  industry. 

Drug  development  is,  in  fact,  risky  business.  I  have 
supported  product  liability  reform,  research  and  development  tax 
credits,  and  a  capital  gains  differential  as  specific  incentives  to 
help  high-risk,  technology-dependent  industries. 
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Page  Three 

But  there's  a  difference  between  supporting  the  pharmaceutical 
business,  and  selling  out  the  consumer.  In  Norplant's  case, 
taxpayers  have: 

—  Subsidized  basic  research  through  federally  supported 
labs, 

—  Paid  for  the  lion's  share  of  the  approval  process  at 
the  Food  and  Drug  Administration,  and 

—  Continue  to  underwrite  worldwide  sales  of  the  product 
foreign  aid,  and  domestic  sales  of  the  device  through 
federally  supported  family  planning  clinics. 

This  massive  taxpayer  investment  should  be  reflected  in  a 
better  deal  for  the  consumer.  The  system  for  pricing  Norplant 
should  be  changed. 

First,  every  woman  in  America  should  be  able  to  purchase 
Norplant  at  a  more  reasonable  price  given  the  taxpayer's 
contribution  to  this  product's  development. 

Second,  patients  at  non-profit,  publicly  supported 
clinics  ought  to  have  this  device  at  a  "public  sector." 
or  discount  price.  This  sort  of  pricing  schedule  is 
commonly  used  for  oral  contraceptives  and  interuterine 
devices. 

How  great  a  difference  can  a  public  sector  price  create?  The 
Copper-T  380  A  lUD  has  an  open  market  price  of  $160.  But  the 
popular  lUD's  public  sector  price  is  only  $85. 

The  Norplant  case  is  especially  relevant  because  Congress  is 
working  on  national  healthcare  reform  legislation.  A  special  focus 
of  this  legislation  must  be  the  reasonable  pricing  of  drugs 
developed  with  taxpayer  support.  Also,  we  must  insure  that  small, 
technology-hungry  firms  have  fair  access  to  publicly  funded 
research. 

The  Norplant  case  suggests  that  the  system  works  very 
well  for  large,  multi-national  companies  looking  for  a 
cash  cow,  and  not  so  well  for  U.S.  consumers  and  small 
companies. 

Lobbyists  for  several  of  the  healthcare  industries  are  arguing 
for  the  maintenance  of  the  status  quo  in  healthcare.  They  contend 
that  reform  will  reduce  consumer  choice.  Our  investigation  of  the 
Norplant  case  indicates  consumers'  choices  already  are  too  narrow. 
And  clearly,  the  defenders  of  the  status  quo  have  insured  this 
through  their  excessive  pricing.  The  Chair  looks  forward  to 
hearing  our  witnesses,  and  thanks  all  of  them  for  their  cooperation. 
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OPENING  STATEMENT 
HONORABLE  LARRY  COMBEST  (TX-19) 

NORPLANT  PRICING  HEARING 

NOVEMBER  10,  1993 

MR.  CHAIRMAN,  ONCE  AGAIN  THE  SUBCOMMITTEE 
WILL  DELVE  INTO  THE  ISSUES  SURROUNDING  THE 
RESEARCH  AND  DEVELOPMENT  OF  DRUGS  AND 
WHAT  ROLE  IF  ANY  THE  FEDERAL  GOVERNMENT 
SHOULD  HAVE  ON  PRICING  THESE  DRUGS. 

I  BELIEVE  THAT  NOT  ENOUGH  PUBLIC  OR  PRIVATE 
RESEARCH  IS  BEING  UNDER  TAKEN  IN  REGARDS  TO 
DEVELOPING  CONTRACEPTIVE  PRODUCTS.    I  WAS 
INTERESTED  TO  READ  THE  TESTIMONY  FROM  THE 
INDIVIDUAL  FROM  WISCONSIN  PHARMACAL.    THEY 
FOUND  THAT  WHEN  TRYING  TO  SHEPHERD  THEIR 
PRODUCT  THROUGH  THE  FOOD  AND  DRUG 
ADMINISTRATION  (FDA)  THEY  WERE  TOLD  TO 
EXPECT  A  ONE  YEAR  AND  $1   MILLION  FDA 
APPROVAL  PROCESS.    FIVE  YEARS  LATER  AND  $9 
MILLION  POORER  THE  COMPANY  FINALLY  REACHED 
APPROVAL  FOR  ITS  PRODUCT.    IT  HAS  BECOME 
PAINSTAKENLY  CLEAR  THAT  WITNESS  AFTER 
WITNESS  BEFORE  THIS  SUBCOMMITTEE  HAVE 
BEGGED  FOR  ASSISTANCE  TO  STREAMLINE 
CUMBERSOME  REGULATIONS  THAT  HAMPER 
INNOVATION.    THEY  HAVE  REPEATEDLY  TOLD  OF 
THE  HORRORS  OF  LIABILITY  AND  HOW  OFTEN 
TIMES  THEY  WON'T  PURSUE  PROMISING 
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PRODUCTS  BECAUSE  OF  THERE  FEAR  OF 
LITIGATION. 

AS  ADVOCATES  FOR  SMALL  BUSINESS  WE  MUST 
MAKE  IMMEDIATE  CHANGES  IN  THE  REGULATORY 
SYSTEM  TO  ENCOURAGE  JOINT  PARTNERSHIPS 
BETWEEN  GOVERNMENT  AND  INDUSTRY  THAT 
RESULT  IN  SAFE  AND  EFFECTIVE  PRODUCTS.    AS 
PROTECTORS  OF  THE  TAXPAYERS  WE  MUST 
ENSURE  THAT  THE  NATIONS  INVESTMENT  IS 
SOUND  AND  PRODUCTS  THAT  COME  FROM  THESE 
VENTURES  ARE  ACCESSIBLE  TO  THE  PEOPLE  THAT 
HELPED  DEVELOP  THEM.    THIS  BALANCE  IS  THE 
KEY  IF  THE  UNITED  STATES  IS  TO  CONTINUE  TO 
LEAD  THE  WORLD  IN  THE  DEVELOPMENT  OF  LIFE- 
SAVING  TECHNOLOGIES. 

I  BELIEVE  IT  IS  ALSO  IMPORTANT  TO  STATE  THAT 
BECAUSE  OF  THE  MANY  HIGH  PROFILE 
DISCUSSIONS  OF  THESE  TYPES  OF  AGREEMENTS  IT 
IS  MY  FEAR  THAT  COMPANIES  WILL  BECOME 
MORE  WITHDRAWN  FROM  ENTERING  INTO 
PARTNERSHIPS  WITH  THE  FEDERAL  GOVERNMENT. 
IF  THIS  OCCURS  IT  WILL  BE  TO  THE  DETRIMENT  OF 
ALL  INVOLVED. 

FINALLY  MR.  CHAIRMAN,  IN  REGARDS  TO 
NORPLANT  I  BELIEVE  IT  IS  IMPORTANT  TO  NOTE 
THAT  THE  DEVELOPMENT  OF  THE  PRODUCT  BEGAN 
PRIOR  TO  THE  FEDERAL  GOVERNMENT  AGENCIES 
HAVING  COOPERATIVE  RESEARCH  AND 
DEVELOPMENT  AGREEMENTS  (CRADA).    IT  IS  MY 
UNDERSTANDING  THAT  NEITHER  THE  COMPANY 
NOR  THE  POPULATION  COUNCIL  FORESAW  THE 
DOMESTIC  MARKET  THAT  WOULD 
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BE  AVAILABLE  FOR  THIS  PRODUCT.    I  HOPE  THAT 
AS  WE  EVALUATE  THE  PRICING  IMPLICATIONS  WE 
ACKNOWLEDGE  THE  ^SfflBT  UNPREDICTABILITY  OF 
MANY  OF  THESE  PRODUCTS. 


THANK  YOU  MR.  CHAIRMAN. 


UJOOtUVr  MMBf  AS 

RON  WYDEN,  OREGON 

CHAIRMAN 

IKE  SKCITON.  MISSOURI 

TED  STRICKLAND.  OHIO 

THOMAS  H   ANDREWS.  MAINE 

NORMAN  SlSlSKY,  VlRCrNlA 

JAMES  H   aiLBRAY.  NEVADA 

FLOYD  H   FLAKE.  NEW  YORK 

MARTIN  T   MEEHAN.  MASSACHUSETTS 

WALTER  R.  TUCKER  111.  CALIFORNIA 


LARRY  COMBCST   TEXAS 

SAM  JOHNSON.  TEXAS 

JAY  OlCKEY,  ARKANSAS 

JAY  KIM.  CAUFORNiA 

PETER  C   TORKiLDSEN.  MASSACHUSETTS 

MICHAEL  HUFflNGTON.  CALIFORNIA 

STEVE  JENNtNQ 
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mi  Congress 

®nittb  fttateK  3|ouj(t  of  3Rfpre«entattbe« 

Committee  on  ftmall  ^uiintM 

ftubtommitttt  on  ^Regulation, 

l^uiintii  Opportunities,  anb  tCtcbnolog? 

9-363  Sapburn  l^ouit  $(fic(  Quilting 

aiasiiington,  SC  20515-6318 


TO:       Ron  Wyden,  Chairman,  Subcommittee  on  Regulation,  Business 

Opportunities  and  Technology 

FROM:      Subcommittee  Staff 

SUBJECT:   The  Norplant  Contraceptive: 

Is  This  Breakthrough  Device  Developed  Through  Federal 
Subsidies  Fairly  Priced.  Or  Are  Consumers  Being  Gouged? 

November  3,  1993 

At  your  direction,  subcommittee  staff  has  conducted  a  series  of 
inquiries  into  the  pricing  of  drugs  commercialized  in  whole,  or  in  part, 
through  publicly  subsidized  research  and  development.  In  the  past,  the 
subcommittee  held  hearings  examining  the  role  of  federal  government 
agencies  in  setting  price  thresholds  for  taxpayer-financed  drugs  and 
devices.  We  found  that  the  federal  government  lacks  a  consistent  and 
coherent  policy.  Our  hearings  also  examined  specific  drugs  and  devices, 
finding  that  prices  generally  fail  to  reflect  taxpayer  contributions  to 
underlying  research  and  development. 

Obviously,  this  phenomenon  has  serious  implications  for  the 
overall  cost  of  healthcare  in  the  United  States,  as  well  as 
for  access  to,  and  availability  of  certain  high-priced  drugs. 


Norplant 

Most  recently,  staff  was  asked  to  assess  the  development  and 
pricing  history  of  the  contraceptive  product,  Norplant,  a  breakthrough 
drug/device  system  whose  development  was  largely  subsidized  by  federal 
agencies  and  non-profit  foundations.  This  is  a  very  promising  product, 
owned  and  distributed  by  Wyeth-Ayerst  Laboratories.  However,  Norplant's 
potential  in  the  United  States  has  been  limited  by  a  very  high  price  — 
approximately  $700  per  patient  —  and  by  the  company's  refusal,  so  far, 
to  discount  its  device  for  clinics  serving  working  poor  without  adequate 
private  insurance  and  indigent  persons  who  are  poorly  covered  by  public 
health  insurance  programs  such  as  Medicaid. 

As  family  planning  consultant  Thomas  C.  Kring  put  it,  Norplant  is 
"way  over-priced"  compared  to  the  price  of  the  drug  overseas.  Further, 
noting  that  the  drug  is  virtually  in  a  class  by  itself,  without 
significant  competing  products,  Cindy  Pearson  of  the  National  Women's 
Health  Network  said:  "The  free  market  is  not  working  for  women  who  rely 
on  contraceptives. " 
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Results  and  Findings  in  Brief 

Subcommittee  staff  examined  the  following  public  policy  concerns 
posed  by  Norplant: 

The  U.S.  pricing  formula  for  Norplant  creates  a  significant 
financial  barrier  to  its  use,  particularly  among  the  very  populations 
most  likely  to  benefit  from  this  form  of  long-term  birth  control. 

The  U.S.  price  of  the  drug... $365  for  the  product, 
approximately  $150  for  its  insertion,  and,  finally,  an  estimated  $200 
for  its  removal .. .represents  a  total  price  many  times  higher  than 
Norplant's  price  in  both  industrial  and  Third  World  markets. 

According  to  the  Alan  A.  Guttmacher  Institute:  "The  total 
cost  directly  related  to  implant  use  for  private-sector 
patients  is... likely  to  exceed  $700." 

—  In  some  instances,  the  U.S.  price  of  the  drug,  alone,  exceeds 
by  ten  times  the  price  of  the  drug  in  some  overseas  markets. 
Ironically,  U.S.  foreign  aid  tax  dollars  are  supporting  some  of  those 
overseas  sales,  while  Wyeth-Ayerst  commands  full  price  in  domestic 
market. 

During  the  last  three  years,  AID  spent  $3.5  million  for  direct 
purchase  of  Norplant  at  an  average  price  of  roughly  $23  per 
kit. 

The  company,  so  far,  has  declined  to  set  a  "public  sector" 
price  for  the  drug,  a  discount  rate  for  sales  of  the  drug  through 
government  insured  or  supported  healthcare. 

While  company  literature  touts  the  fact  that  50  states  have 
approved  Norplant  for  reimbursement  under  state  Medicaid 
programs,  the  instructive  reality  is  that  only  two  dozen 
states  presently  offer  the  contraceptive  due  to  the  high 
price. 

—  Market  penetration  in  the  U.S.  since  U.S.  approval  in  1991  is 
not  insignificant.  About  780,000  women  have  now  used  Norplant, 
constituting  approximately  12  percent  of  the  total  contraception  market. 
The  rewards  for  Wyeth  have  also  been  notable.  Although  the  company  has 
declined  to  provide  information  on  either  gross  revenues  or  net  profits 
on  this  device,  subcommittee  staff  estimate  that  (1)  gross  revenues  have 
been  close  to  $270  million,  and  (2)    net  profits  are  considerable. 

As  partial  evidence,  the  subcommittee  notes  that  knowledgeable 
annalists  of  international  contraceptive  use  and  development 
are  convinced  that  the  Finnish  manufacturer  of  Norplant, 
Leiras  Oy,  is  making  a  profit  on  Norplant  sales  at  $23  per  kit. 
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—  Although  the  company  has  declined  to  provide  the  subcommittee 
with  data  explaining  the  development  of  the  U.S.  price  for  Norplant, 
subcommittee  staff  note  that  the  drug's  cost  is  roughly  equivalent  to  a 
five-years'  supply  or  oral  contraceptives. 

However,  surveys  by  the  Guttmacher  Institute  have  noted  that 
most  Norplant  users  on  average  choose  to  have  the  product 
removed  three-years  following  insertion. 

Development  History 

Norplant,  introduced  to  the  U.S.  market  in  early  1991,  has  been 
available  internationally  since  the  early  1980s.  The  Kaiser  Family 
Foundation  in  its  study  on  the  use  of  Norplant  by  poor  women  reports 
that  in  Indonesia,  for  example,  more  than  one  million  women  have  adopted 
the  device. 

Norplant  is  not  entirely  without  risks.  A  small  number  of  women 
experience  side  effects  including  headaches,  weight  gain  and  acne. 
Nonetheless,  the  device  has  a  established  a  significant  global  record  of 
safety  and  effectiveness. 

The  product  has  several  godparents: 

Wyeth-Ayerst  owns  the  rights  to  Norplant's  active 
ingredient,  Levonoraestrel ,  which  also  is  an  important 
ingredient  in  oral  contraceptives. 

—  DuPont  owns  the  plastic  technology.  Silastic,  used  for  the 
tubular  drug  delivery  system  unique  in  contraceptive  form  to 
Norplant. 

--  The  Population  Council  owns  the  rights  to  the  design  that 
combined  Levonorgestrel  and  the  Silastic  tubing. 

Norplant  is  manufactured  by  the  Finnish  company,  Leiras.  Leiras 
sells  the  drug  to  distributors  in  national  and  regional  markets.  For 
example,  Roussel  Uclaf  of  France  distributes  the  drug  in  Britain.  The 
World  Health  Organization  distributes  the  drug  in  a  number  of  Third 
world  countries.  In  the  United  States,  and  North  America,  Wyeth-Ayerst 
is  the  licensed  distributor. 

The  Population  Council,  which  receives  royalty  payments  on 
worldwide  sales  of  Norplant,  began  experimenting  with  Levonorgestrel 
under  an  agreement  with  Wyeth-Ayerst  in  1966.  The  first  clinical  trials 
using  Silastic  began  in  Chile  in  1968.  By  1974,  the  Council  had  fully 
developed  the  six-capsule  plastic  delivery  system,  and  between  1974  and 
1975  clinical  trials  were  begun  in  Chile,  Brazil,  Denmark,  the 
Dominican  Republic,  Finland  and  Jamaica  —  all  monitored  by  the 
Population  Council. 
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Clinical  trials  expanded  through  the  late  1970s.  Pre- introduction 
trials  began  in  the  United  States  in  1982. 

In  1983,  Finland  became  the  first  country  to  approve  Norplant,  with 
Leiras  the  licensed  manufacturer  and  first  distributor.  By  1985, 
Sweden,  Ecuador  and  Indonesia  joined  the  list  of  approved  markets,  and 
Norplant  was  added  to  the  list  of  "approved"  products  made  available  by 
the  International  Planned  Parenthood  Federation. 

In  the  late  1980s,  countries  added  to  the  "approved"  list  included 
Sri  Lanka,  Venezuela  and  Peru,  as  well  as  Chine,  Czechoslovakia  and 
Kenya. 

The  product  was  approved  for  use  in  the  United  States  in  1991. 
Portland.  Oregon's  Planned  Parenthood  of  the  Columbia- 
Willamette  became  one  of  the  first  two  family  planning  clinics 
in  the  U.S.  offering  Nroplant  (a  Columbia-Willamette 
representative  is  expected  to  offer  testimony  on  the  adverse 
impact  of  Norplant's  price  on  availability  of  this  drug  in 
Oregon) . 

As  of  1992,  Norplant  had  been  approved  in  28  countries,  with  pre- 
approval  trials  active  in  another  40  nations.  Internationally,  a  total 
of  1.8  million  women  have  accepted  the  device.  Importantly,  the  United 
States  taxpayer,  and  U.S.  tax-exempt  and  taxpayer-supported  foundations, 
played  a  critical  role  in  growing  worldwide  acceptance  of  the  drug: 

According  to  the  Agency  for  International  Development,  "over 
$16  million  has  supported  various  Norplant  activities 
including  the  U.S.  clinical  trials  which  became  the  primary 
basis  for  the  U.S.  approval  and  numerous  associated  Norplant 
studies  around  the  world."  In  1992-93.  AID  provided  167.000 
Norplant  devices  in  developing  countries  around  the  world. 
The  direct-purchase  outlay  was  $4.5  million. 

The  National  Institutes  of  Health,  for  example,  developed 
toxicology  trials  to  determine  the  product's  safety  and 
efficacy. 

"The  public  sector  actively  pushed  for  Norplant,"  said  Dr.  Gabriel 
Bialy,  former  chief  of  NIH's  contraceptive  development  branch,  "Wyeth 
didn't  have  to  do  any  work." 

In  sum,  and  by  every  measure,  the  introduction  of  Norplant  is  a 
major  marketing  success  for  the  distributor  Wyeth-Ayerst .  Demand  for, 
and  confidence  in  the  product  is  high.  However,  the  current  pricing 
scheme  ultimately  limits  availability  of  this  revolutionary  medical 
technology  to  those  without  resources  sufficient  to  carry  all  of  the 
full  cost,  or  to  those  whose  healthcare  needs  and  choices  depend 
entirely  on  public  resources. 
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The  history  and  success  of  Norplant  suggests  that  pharmaceutical 
and  medical  device  manufacturers  can  be  richly  rewarded  by  adopting  the 
research  and  development  products  of  public  and  non-profit 
organizations.  In  a  scenario  holding  remarkable  similarities  to  the  R&D 
histories  of  expensive,  breakthrough  drugs  like  the  anti-cancer  agent 
Taxol,  and  the  Gaucher  Disease  therapy  Ceredase.  the  U.S.  taxpayer  took 
the  lion's  share  of  the  risks  implicit  in  the  commercialization  of 
Norplant. 

Although  Wyeth-Ayerst  and  American  Home  Products  certainly  incurred 
unique  risks  for  product  liability,  and  funded  development  of  a  domestic 
market  including  education  efforts  associated  with  the  drug,  Norplant's 
heavy  price  strongly  suggests  that  the  company  enjoys  a  substantial 
profit  margin  on  a  significantly  taxpayer-subsidized  product.  By 
several  estimates,  the  actual  manufacturing  cost  of  the  product  is 
around  $16. 

And  beyond  the  concern  for  taxpayers'  equity  in  the  Norplant 
development,  the  product's  high  cost  places  significant 
burdens  on  consumers  least  able  to  pay. 

According  to  Dr.  Jacqueline  Darroch  Forrest,  vice  president  for 
research  at  the  Guttmacher  Institute: 

"The  high  initial  cost... of  Norplant  and  the  high  long-term 
cost  of  Norplant. . .makes  it  too  expensive  for  subsidized 
family  planning  clinics  to  make  available  to  all  clients  who 
might  be  interested  in  them." 

She  adds: 

"As  a  result,  we  are  moving  much  farther  from,  rather  than 
closer  to,  closing  the  income  gap  in  equal  access  and  in 
reproductive  outcomes." 

In  the  words  of  Dr.  Allan  Rosenfield,  dean  of  Columbia  University's 
School  of  Public  Health,  and  his  colleagues,  Barbara  Feringa  and  Sarah 
Iden: 

"The  Pharmaceutical  company  with  (Norplant)  marketing  rights 
in  the  United  States,  Wyeth-Ayerst  Laboratories,  has 
established  what  to  us  is  an  unconscionable  pricing  structure. 
Levonorgestrel,  developed  by  the  company  in  the  early  1960s 
and  used  in  oral  contraceptives  for  years,  was  donated  to  the 
Population  Council  for  the  development  of  the  system. 

"All  other  costs  of  the  25-year  development  phase  were 
covered  by  public-sector  funding  (from  the  U.S.  government  and 
from  a  number  of  private  foundations) . " 
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De3crlptlon  of  Norplant 

Norplant  is  a  long-lasting  contraceptive  inserted  in  the  fleshy 
part  of  a  women's  upper  ana  just  under  the  skin.  The  six  "match-sized" 
flexible  silastic  rubber  capsules  provide  contraceptive  protection  for 
a  period  of  up  to  5  years.  Each  capsule  contains  the  synthetic 
progestin  (hormone)  Levonorgestrel  —  currently  used  in  oral 
contraceptives.  The  hormone  is  released  slowly  through  the  walls  of  the 
capsule.   After  five  year*  the  capsules  are  removed  from  the  upper-arm. 

Norplant  represents  a  truly  unique  contraceptive  development  and  is 
the  forerunner  of  a  number  of  potential  future  contraceptive  designs. 
It  is  important  to  emphasize  that  the  technology  does  not  provide 
protection  against  sexually  transmitted  disease  --  an  important  concern 
amon<i  all  users  of  contraceptive  devices  and  methods.  Norplant 
nonetheless  for  the  first  time  provides  long-term  contraceptive 
protection  that  does  not  require  daily  or  cyclical  attention. 

Further,  because  it  is  a  long-term  technology  that  can  be  effective 
for  up  to  five  years,  Norplant  also  raises  several  unique  medical  and 
pricing  issues. 

The  use  of  Norplant  essentially  requires  three  separate  pricing 
mechanisms  which  can  impose  separate  and  significant  costs  on  the  user: 

--  The  price  of  the  Norplant  "kit"  (including  the  six  capsule 
and  implantation  device)  currently  selling  for  $365; 

The  price  of  the  implantation  procedure  that  can  run 
anywhere  from  $150  to  whatever  a  physician  can  command  for 
time  and  effort;  and, 

The  price  of  surgical  removal,  which  also  runs  anywhere 
from  $200  and  up. 

In  short,  use  of  Norplant  may  cost  anywhere  from  an  initial  $500  to 
almost  a  $1,000  over  the  potential  five-year  life  of  the  product. 

The  unique  challenge  that  Norplant  poses  to  the  medical  and  family 
planning  community  is  how  to  account  for  the  cost  of  a  drug  whose 
implantation  and  removal  can  be  greatly  attenuated.  Can  clients  rely  on 
having  access  to,  or  be  able  to  afford  physicians  when  it  comes  time  to 
remove  Norplant?  Will  insurance  or  public  funding  mechanisms 
underwriting  the  cost  of  implantation  be  available  to  the  client  at  the 
tin»«  of  removal?  will  the  cost  and  difficulties  of  removal  procedures 
in  any  way  undercut  the  client's  ability  to  regain  her  fertile  status? 
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Norplant,  in  short,  also  poses  some  unique  medical  questions: 

—  The  product  is  a  "preventative"  technology,  rather  than  a 
"curative"  product.  Thus  it  is  first  and  foremost  an  elective 
procedure.  As  such  delivery  systems  need  to  assure  that  the 
user  always  has  the  option  to  have  the  product  removed  upon 
demand; 

—  While  long-term  use  of  Norplant  has  been  judged  to  be  safe 
and  effective,  the  product  is  not  without  some  side-effects  — 
they  include  break-through  and  irregular  bleeding,  headaches, 
mood  changes  and  a  propensity  toward  weight-gain.  Studies  by 
Planned  Parenthood  and  other  organizations  show  that 
appropriate  counseling  both  before  and  during  use  can 
forestall  problems. 

Indeed,  Planned  Parenthood's  study  found  that  83 
percent  of  their  affiliates  reported  positive 
client  satisfaction  with  the  drug. 

The  bottomline,  however,  is  that  where  client  concerns  or 
dissatisfaction  exists,  clients  must  have  the  option  of  having  the  drug 
promptly  removed  and  this  means  additional  cost  to  both  providers  and 
clients.  Further,  the  research  and  commercial  development  of  Norplant 
began  before  federal  governmental  agencies  employed  Cooperative  Research 
and  Development  Agreements  (CRADAs) ,  Memoranda  of  Understanding  (MOUs) 
and  other  contracts  to  assure  some  return  to  the  taxpayer  on  the  federal 
investment.  As  a  result,  the  contracts  negotiated  by  the  Population 
Council  never  included  provisions  setting  a  lower  price  for  Norplant  to 
publicly  supported  family  planning  clinics. 

Ironically,  the  Population  Council  negotiated  a  manufacturing 
license  with  Leiras  which  included  an  international  discount  price  for 
family  planning  agencies  and  programs  in  the  developing  world. 
According  to  Leiras,  the  agreement  requires  them  to  supply  the  product 
at  "a  reasonable  price  based  on  manufacturing  costs  and  a  small  profit" 
because  at  that  time  there  "was  no  private  sector"  market  for  the 
product  —  though  a  private  international  market  has  recently  begun  to 
emerge. 

***  Leiras  provides  Norplant  to  international  family  planning 
agencies  for  a  price  of  $27  per  unit.  Training,  installation, 
counseling,  etc.  must  be  provided  by  the  delivering  agency. 

***  Some  agencies  —  such  as  the  U.S.  Agency  for  International 
Development  and  the  U.N.  Family  Planning  Agency  can  purchase 
Norplant  for  $23.  In  fact.  Dr.  James  Shelton,  chief  of  the 
research  division  of  the  Office  of  Population,  Agency  for 
International  Development,  told  the  subcommittee  "we  think 
we're  paying  too  much  at  $2  3." 
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Page  Eight 

Wyeth-Ayerst  retained  the  U.S.  rights  to  sales  and  distribution  of 
a  marketable  product  through  its  ownership  of  Levonorgestrel,  as  well  as 
a  right  of  first  refusal  on  future  variations  on  Norplant  —  such  as  the 
imminent  introduction  of  Norplant  II. 

The  Population  Council  funded  efforts  to  have  Norplant  approved  by 
the  Food  and  Drug  Administration  for  use  in  the  U.S.  However,  it  is 
important  to  note  that  even  at  this  stage  of  the  product  development, 
work  by  U.S.  federal  agencies  was  critical  in  the  Food  and  Drug 
Administration  approval  of  the  drug. 

Specifically,  the  Contraceptive  Development  Branch  (CDB)  of  the 
Center  for  Population  Research  at  the  National  Institutes  of  Health 
spent  over  $441,000  on  a  toxicology  study  on  the  drug,  Caprinor. 
Caprinor  is  essentially  a  second  generation  Norplant  delivery 
system  that  relies  on  fewer  capsules  and  is  intended  for  use  of 
less  than  five  years.  The  Caprinor  toxicology  study  was  relied  on 
in  the  Population  Council's  New  Drug  Approval  application  as  proof 
of  safety  and  efficacy  of  Norplant. 

Growing  Cost  Concerns 

Wyeth-Ayerst  buys  the  six-capsule  system  for  U.S.  distribution  from 
Leiras.  The  price  Wyeth  pays  for  the  drug  is  a  trade  secret.  Norplant 
originally  entered  the  market  priced  at  $350.  Wyeth-Ayerst  did  make  a 
significant  investment  in  preparing  the  market  for  its  novel 
contraceptive.  According  to  the  Wall  Street  Journal,  the  company  has 
spent  $26  million  since  1991  for  programs  to  educate  and  train 
practitioners  in  the  use  of  Norplant. 

The  international  discount  price  of  $27  raised  significant  concerns 
over  the  lack  of  a  similar  domestic  discount,  or  a  so-called  "public 
sector"  price,  as  the  basis  for  pricing  the  drug  in  the  U.S.  While 
payment  systems  differ  significantly,  some  comparative  information 
regarding  the  price  for  private  use  of  the  product  in  other  countries 
may  be  instructive. 

Norplant  was  recently  approved  for  use  in  Great  Britain  (it  is  also 
now  approved  in  Sweden  and  Finland) .  The  distributor,  Roussel-Uclaf , 
will  sell  the  drug  to  the  National  Health  Service  at  a  price  of  179 
Pounds  --  or  approximately  $289  (given  a  $1.60  exchange  rate).  Further, 
all  British  women  will  have  free  access  to  the  drug  under  their  health 
program  because  the  NHS  does  not  charge  for  "hormonal"  contraceptives. 

The  value  of  this  comparison  lies  mainly  in  the  fact  that  British 
taxpayers  who  made  no  direct  contributions  to  the  development  of 
this  product  will  have  access  to  Norplant  at  a  cost  significantly 
less  than  American  taxpayers  whose  contributions  were  critical  to 
the  product's  development. 
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Page  Nine 

Despite  prodding  from  a  variety  of  public  interest  groups,  Wyeth 
has  refused  to  set  a  public  sector  discount  although  the  company  does 
provide  a  slight  rebate  under  Medicaid  that  brings  the  price  to  around 
$326.  Still,  this  marginally  discounted  price  effects  relatively  few 
U.S.  Norplant  users. 

Indeed,  this  year,  in  the  midst  of  great  demand  for  the  product  and 
cries  for  a  cheaper  price,  the  company  raised  the  base  price  of  the  kit 
from  $350  to  $365.  Again,  the  $365  price  is  for  the  drug  alone  —  it 
doesn't  pay  for  implantation  or  removal.  And,  removal  charges  could  be 
incurred  years  after  implantation,  a  particular  problem  for  poor  and 
near-poor  women. 

Norplant  —  A  Patient  Profile 

In  the  U.S.,  Norplant  is  currently  available  through  both  private 
health  facilities  and  non-profit,  publicly  supported,  family  planning 
clinics.  According  to  American  Home  Products,  over  750,000  implants 
have  been  completed  in  the  United  States.  Currently,  according  to 
Wyeth-Ayerst,  public  sector  clinics  (i.e.  state  supported  and  non-profit 
family  planning  facilities)  represent  about  40  percent  of  the  market  for 
the  drug. 

The  Planned  Parenthood  Federation  of  America  (PPFA)  studied  its 
affiliates'  use  of,  and  satisfaction  with  Norplant.  The  PPFA  found  that 
"Norplant  was  elected  primarily  by  women  between  the  ages  of  20-29,  with 
the  largest  percentage  among  those  20-24.  This  corresponds  directly  to 
the  largest  overall  contraception  patient-age  group  at  Planned 
Parenthood,  which  is  women  between  the  ages  of  20-29." 

Third-Party  Reimbursement 

Wyeth-Ayerst  has  told  the  subcommittee  that  60  percent  of  its  U.S. 
Norplant  market  is  through  private  clinics.  Private  medical  insurance 
coverage  of  family  planning  methods  and  costs  is  inconsistent  at  best. 
However,  a  Guttmacher  Institute  study  of  the  cost  of  Norplant  reports 
that: 

"In  part  because  of  efforts  by  Wyeth-Ayerst,  the  implant 
appears  more  likely  to  be  covered  than  other  methods.  More 
than  50  major  HMOs  and  another  one  thousand  insurance  plans 
now  cover  the  implant." 

However,  there  is  some  indication  that  private  health  plans  are 
retreating  from  complete  coverage  of  the  Norplant  device.  The 
subcommittee  recently  learned,  for  example,  that  the  Kaiser  Permanente 
Healthplan  of  San  Francisco,  California,  has  stopped  full  coverage  of 
the  procedure.   Kaiser  now  requires  a  $150  co-payment. 
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Currently,  all  50  state  Medicaid  programs  have  certified  Norplant 
as  a  covered  product,  an  achievement  proclaimed  in  the  1992  annual 
report  of  american  Home  Products.  However,  many  states  actually  fail  to 
provide  budget  support  for  the  high-priced  item,  and  therefore  the 
device  is  not  purchased  for  qualified  Medicaid  participants. 

The  Department  of  Health  and  Human  Services  Inspector 
General's  Office  reports  to  the  Subcommittee  that  in  1992,  30 
state  Medicaid  programs  reimbursed  for  Norplant,  and  at  any 
one  time  only  25  to  26  states  may  be  enrolled. 

The  total  state  and  federal  Medicaid  reimbursement  for  Norplant  in 
1992  was  $12.3  million  dollars.  Medicaid  further  billed  $1.65  million 
in  rebates  in  1992,  which  lowered  the  average  Medicaid  price  for  the 
implants  to  $326  per  client. 

The  PPFA  study  of  the  use  of  Norplant  by  its  affiliates  determined 
the  following  funding  source  percentages  for  the  21,276  implants  that  it 
provided  from  February,  1991,  to  October,  1992: 

Medicaid,  69  percent;  other  public  funding  sources,  18 
percent;  personal  (out-of-pocket) ,  10  percent;  Norplant 
Foundation  (free  kits),  2  percent;  private  insurance  coverage, 
1  percent;  Wyeth-Ayerst  Provider  Training  Program,  1  percent. 

And  the  Guttmacher  report  found  that: 

"The  majority  of  low-income  women  who  use  reversible 
contraceptives  rely  on  publicly  funded  family  planning 
clinics. " 

Norplant  is  increasingly  available  to  the  clientele  of  these 
clinics.  Further,  these  clinics  are  often  supported  by  public  funding, 
most  notably  under  Title  X  of  the  Public  Health  Service  Act.  It  is 
interesting  to  note  that  public  funding  support  for  Title  X  program  has 
fallen  by  as  much  as  53  percent  over  the  last  decade  just  as  Norplant  -- 
with  its  $365  up-front  cost  per  kit  --  has  become  both  available  and 
popular. 

It  should  also  be  noted  that  Wyeth-Ayerst  does  provide  "free"  kits 
through  the  Norplant  Foundation.  The  Foundation  was  established  to 
assure  access  to  the  product  for  thousands  of  women  who  have  no 
resources  yet  who  are  not  eligible  for  any  sort  of  public  family 
planning  assistance.  The  Foundation  to  date  reports  making  $10  million 
worth  of  the  product  available  to  serve  this  needy  sector.  Indeed,  the 
Foundation  to  date  has  supplied  over  8,000  free  kits.  However,  the 
Foundation  appears  to  account  for  these  kits  at  the  full  price,  rather 
than  at  cost. 
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Page  Eleven 

According  to  Dr.  Rosenfield  of  Columbia  University,  "though  the 
company  did  have  both  training  and  marketing  costs,  these  simply  do  not 
justify  the  current  pricing  structure  —  particularly  because  no  public- 
sector  pricing  was  made  available. 

"The  creation  of  a  'foundation'  to  provide  Norplant  kits  for 
individual  women  proven  to  be  of  need  is  a  token  solution," 
said  Rosenfield,  "limited  in  amount  and  difficult  for  clinics 
and  patients." 

Publicly  supported  family  planning  providers  are  universally 
concerned.  The  current  cost  of  the  product  combined  with  high  demand 
limits  their  ability  to  provide  women  with  a  wide  array  of  safe  and 
effective  contraceptive  choices.  Clinics  must  make  crucial  spending 
decisions  regarding  how  to  use  increasingly  scarce  resources  in 
selecting  an  appropriate  birth  control  method  for  the  physical  needs  and 
life  style  of  the  client. 

The  Hearing 

The  subcommittee  has  scheduled  a  hearing  to  examine  the  history  of 
Norplant's  development,  its  current  price,  larger  issues  of 
contraceptive  research  and  development,  and  the  pricing  of  drugs  and 
devices  commercialized  in  whole  or  in  part  on  the  back  of  federal 
research. 

The  hearing  is  scheduled  for  9:30  a.m.  on  Wednesday,  November  10, 
1993,  in  Room  1310A  of  the  Longworth  House  Office  Building. 

Witnesses  will  included  providers  of  contraceptive  services  who 
will  describe  both  the  utility  of  Norplant  and  the  burden  the  current 
price  poses  to  American  women.  The  subcommittee  will  also  hear  from: 
(1)  representatives  of  the  Wyeth-Ayerst  Corporation;  (2)  small 
contraceptive  manufacturers  concerned  about  the  difficulties  of  bringing 
new  products  to  the  American  market  place;  and  (3)  the  National 
Institutes  of  Health  on  its  policies  regarding  technology  transfer,  the 
federal  stake  in  the  pricing  of  drugs  developed  with  taxpayer  support, 
and  the  burden  posed  by  Norplant's  pricing  on  the  U.S.  public  health 
system. 
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Chronology  of  Important  Events  in  the  Development  of 
NORPLANT®  Lcvonorgestrel  Implants 

1966      Reseaich  aiid  devdopmeiu  program  b^ios  m  the  lalxxatorics  of  Ibe  Popalaticm 
Biomafical  Research. 

1968     Fii^  dinical  expedeoce  widi  Silastic  capsnles  releasing  progestia  is  reported  in  Santiago.  ChDe. 

1974  Six-cqisttle  Silastic  drag  defiveiy  system  is  developed  Ficst  dinical  aodies  hepa  m  Quit. 

1975  Mnltinadooal  jtase  TSL  tdal  is  initialed  in  six  comurics:  BraziL  Chile,  Demnaiic,  the  DominiGaii 
RqnMic,  Finbod.  and  Jamaica.  Cliincal  pbannaoology  stndy  be^ns  in  die  United  States.  Trial  is 
monitored  by  the  Pqpuladoa  Cooncil's  Intemadonal  Committee  for  Contraception  Research  GCCRX 

1980-     Preintrodoction  trials  begin  in:  Cdombia,  Ecuador,  Egypt,  India,  TTKJnnpsia,  and  Thallaad.  Phase  U/Hl 

1982  stndies  begin  in  the  United  States.  Another  mnllinaiional  clinical  trial  be^ns  in  Chile,  the  E)oniinican 
Repntdic,  Fmlfflid,  Sweden,  and  the  United  States. 

1983  Ldras,  ofTndra,  Finland,  is  licensed  to  mannfectnrc  and  distribate  NORPLANT®  iniplants.  Fmland 
hecoeoes  ite  Bia.  mmtry  Vb  px  legaiaiory  ap{Bt»vaI  la  ite  loeded. 

1984  Tbe  Wbrid  Health  Organization  (WHO)  evalnates  the  NORPLANT®  me&od  in  reqwose  to  a  mipKit 
for  a  technical  evaluatioa  by  the  United  Nations  Pc^inLiiion  Fond  (UNFPAX  The  WBO  cooctudM  that 
NORPLANT®  implants  are  an  "effective  and  reversible  long-tsam  method  of  fertility  legnlarinn.  par- 
ticnlarly  advantageous  to  women  who  wish  an  e;aended  period  of  cootraceptive  {xotectioa.* 

1984-    Pieaarodacdoo  trials  begjn  in  BangladeaL  Quae  Gbaaa,HaaLlteoy<.Kq^ 

1985  ^QgQMie,  Sd  Laidca,  and  Zambia. 

1^3  Swadea.  EcoadiT,  and  bidoaesia  a^pcov*  NOftfLANTi).  The  fatamatignal  PfawMd  ?9maAo»i 
Federalioni  rnrlnfift<g  NORflANT®  on  the  coEsmoditiES  li^  made  vnSUbiA  to  its  afRltaien 

1986  NORHJU^T®  is  approved  by  CdCHnbia,  tiic  Dominican  Re|)nWic  and  Thailand. 

1987  NORPLANT®  is  approved  by  Pem,  Sri  t^nlfa.  and  Veneznda.  Prcini»oductJoii  stndies  or  privMt 
sector  training  are  tmder  way  in  Bulgaria,  El  Salvadts,  Malaysia,  Mexico,  Peni,  Senegal,  South  Korea. 
Soviet  Uaian,  Taiwan,  Tunisia.  Veneznela,  and  West  Canary. 

1988  NORPLANT®  is  ^Jproved  by  ahile.Long-tenn  postmarketing  surveillance  ofNORKANT®  is  started 
in  seven  comitries. 

1989  NORPLANT®  is  ^iproved  by  China,  Czechoslovakia,  and  Kenya. 

1990  NORRANT®  is  approved  by  Ban^adesh,  Singapore,  the  Umted  States,  and  Malaysa,  and  preimro- 
docdon  stndies  be^  in  Bolivia  and  Madagascar. 

1991-    NORH.ANT®  is  tppasvei  in  Jamaica,  Mamdius,  Mexico,  the  Soviet  Uaioo.  Palaa.  and  Rwaikdt. 

1992  teinging  to  34  the  number  of  regtilatwy  aj^Jtovals.  In  addititm,  Haiti,  Nepal,  and  Tmasia  have 
autfaodzed  use  in  their  family  planning  progiams.  As  of  Jane  1992,  mcBe  than  1.5  million  women  have 
nsed  the  method  in  the  coontiies  where  NORPLANT®  is  apprt>ved;  more  than  55.000  woraes  is  44 
cotmtdes  Iiave  accepted  NORPLANT®  in  cUnical  ot  preimnxhiction  stiufies. 
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Mr.  Chairman,  Members  of  the  Committee,  my  name  is  Pamela 
Maraldo.   I  am  the  President  of  the  Planned  Parenthood  Federation 
of  America,  the  nation's  largest  provider  of  reproductive  health. 
And  I  am  a  nurse.   We  are  grateful  that  you  are  holding  this 
hearing  on  Norplant. 

Mrs.  Knight's  story  is  not  unusual.  In  Planned  Parenthood' s 
network  of  919  clinics  throughout  the  nation,  we  find  a  much 
greater  demand  for  Norplant  than  we  can  possibly  supply. 


Please  consider  the  following: 

Another  mother  came  into  our  Essex,  New  Jersey  clinic  with  her  19 
year  old  daughter.   The  young  woman  is  a  senior  in  high  school 
and  planning  on  attending  college  next  year.   She  was  pregnant 
once  before  and  had  an  abortion.   She  is  eager  to  prevent  another 
pregnancy.   The  mother  is  employed  as  a  teacher's  aide  in  a  day 
care  center.   She  does  have  health  insurance,  but  it  does  not 
cover  the  costs  of  Norplant.   They  decided  on  shots  of  Depo 
Provera  for  the  young  woman.   Over  time,  this  is  a  costlier 
method  than  Norplant.   But  $30  out-of-pocket  every  three  months 
is  easier  to  come  up  with  than  more  than  $400  all  at  one  time. 

Planned  Parenthood  of  Metropolitan  Washington  has  a  very 
successful  Latino  Outreach  Project:   El  Proyecto  Famili,  the 
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Family  Place. 

A  27  year  old  woman  from  Bolivia  with  four  children  came  to 
Family  Place  for  family  planning  counseling.   She  does  not  have  a 
job  and  her  husband  makes  $6,000  a  year.   They  are  illegal 
immigrants  and  have  only  been  in  this  country  one  year.   This 
woman  was  practicing  withdrawal  method  to  avoid  pregnancy.   She 
wanted  Norplant.   But  she  could  not  obtain  it  because  of  its  high 
cost . 

A  pregnant  2  8  year  old  woman  from  Nicaragua  with  two  children 
came  to  the  Carolos  Rosario  Adult  Education  Center  in  the 
District  of  Columbia  to  discuss  the  possibility  of  getting 
Norplant  upon  the  birth  of  her  third  child.   She  was  familiar 
with  Norplant  because  her  sister  has  been  using  this  method  in 
Nicaragua.   She  was  under  the  impression  that  Norplant  was 
inexpensive.   Her  sister  had  only  paid  $10  to  have  it  inserted. 
This  patient  could  not  afford  it  because  of  its  high  cost  in  this 
country. 

But  there  are  some  success  stories  as  well: 

Four  months  ago,  at  the  Beaverton  Center  of  Planned  Parenthood  of 
Columbia/Willamette  Oregon,  staff  inserted  Norplant  into  a  25 
year  old  medicaid  patient  who  already  had  one  child.   This 
patient  was  diagnosed  at  age  four  with  a  congenital  immune 
deficiency.   As  a  result  of  her  condition,  she  must  take  numerous 
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medications  every  day.   She  had  previously  used  oral 
contraceptives,  but  frequently  forgot  to  take  them.   This  patient 
just  didn't  want  to  take  "one  more  pill."   Norplant  has  proved  to 
be  the  ideal  birth  control  method  for  her,  and  she  says  "she 
loves  it . " 

Also  at  the  Beaverton  clinic,  a  mother  brought  in  her  18  year  old 
developmentally  impaired  daughter.   The  young  woman  was  on 
medicaid  and  lived  in  a  group  home.   She  was  able  to  articulate 
her  reasons  for  not  wanting  to  be  pregnant.   The  patient  felt  she 
would  forget  to  take  a  pill  every  day  so  oral  contraceptives 
would  not  be  a  good  choice  for  her.   The  patient  did  well  during 
the  insertion,  holding  her  mother's  hand  very  tightly.   Her 
mother  told  the  provider  that  a  very  heavy  weight  had  been  lifted 
from  her  shoulders  when  her  daughter  got  the  Norplant. 

Our  clinics  are  finding  Norplant  a  highly  effective 
contraception.   But  the  number  of  Norplant  Systems  inserted  does 
not  begin  to  reflect  the  potential  demand.   Each  week,  clinics 
have  many  patients  who  express  great  interest  in  this  long- 
lasting  contraceptive  method.   The  deterrent  is  the  high  price 
tag  of  $365  for  the  device,  plus  additional  costs  for  the 
insertion  and  eventual  removal  of  the  system. 

Clinics  in  Oregon  report  that  80-90%  of  the  Norplant  inserted  are 
paid  for  by  Medicaid  because  private  pay  clients  simply  cannot 
afford  the  method.   According  to  Planned  Parenthood  of  Lane 
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County  Oregon,  18%  of  the  Norplant  inserted  were  provided  through 
the  Norplant  Foundation  at  no  charge.   This  is  after  the  client's 
income/ insurance  eligibility  has  been  ascertained.   The  costs  of 
the  kit  are  covered,  but  the  clinic  receives  no  reimbursement  for 
either  the  insertion  or  the  removal  of  the  device. 

Marilyn  Helton,  clinic  director  of  the  Lane  County  Planned 
Parenthood,  has  explained  clearly  the  problem  with  the  Norplant 
Foundation  common  to  most  of  our  affiliates.   She  has  said: 

This  sounds  like  a  good  program  on  the  surface,  but  self- 
sustaining,  non-profit  clinics  such  as  ours  must  limit  the 
number  of  free  services  we  provide  (or  risk  not  being  in 
business  a  year  from  now) ,  plus  the  Norplant  Foundation 
itself  limits  each  clinician  to  ten  free  kits  per  year  under 
the  program.   We  already  have  long  waiting  lists  for  1994 
when  we  will  have  another  ten  slots  available  for  this 
special  foundation  program!   The  Foundation  is  a  nice  idea, 
but  there  are  not  enough  participants  (no  one  else  in  our 
community  is  participating) ,  the  cost  to  providers  is  very 
high  and  therefore  self  limiting,  and  it  is  a  cumbersome 
process . 

In  1992,  142  of  Planned  Parenthood' s  167  affiliates  offered 
Norplant.   A  1992  Planned  Parenthood  survey  of  affiliates 
offering  the  method  found  a  high  level  of  patient  satisfaction 
with  the  method  --  only  3.5%  of  women  opted  to  have  it  removed. 
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compared  with  an  estimated  removal  rate  of  10-25%  throughout  the 
country.   Careful  client  screening  and  thorough  pre- insertion 
counseling  are  likely  reasons  for  this  success. 

The  sur-vey  also  found  that  a  disproportionate  percentage  of 
Planned  Parenthood' s  Norplant  clients  (87%)  were  low- income  women 
for  whom  the  cost  was  paid  by  Medicaid  and  other  publicly  funded 
programs.   Yet,  of  our  1,800,000  contraceptive  patients  in  1992, 
only  26,000  women  (1.4%  of  Planned  Parenthood  patients)  chose  to 
use  Norplant.   There  is  little  doubt  that  Norplant's  high  initial 
cost  is  a  deterrent.   Women  who  lack  insurance  coverage  or 
eligibility  for  public  funding  simply  cannot  afford  this  method. 


The  cost  of  Norplant  represents  a  huge  amount  of  money  to  pay  out 
at  one  time  for  contraception.   The  vast  majority  of  our 
population  cannot  even  consider  this  birth  control  option.   Five 
hundred  dollars  is  rent  and  food  for  a  month  for  our  low  income 
population. 

For  77  years.  Planned  Parenthood  has  been  in  the  business  of 
preventing  unintended  pregnancies  and  unwanted  births.   But  the 
field  of  contraception  is  a  complicated  one,  mostly  because  few 
of  us  are  perfect  contraceptors .   There  are  methods  of 
contraception  which  are  close  to  being  near  perfect  --  if  always 
used  appropriately.   But  that's  tough  for  most  of  us,  and  almost 
impossible  for  teenagers  who  have  trouble  remembering  to  study 
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for  tests,  not  lose  their  jackets,  and  to  eat  correctly. 

To  be  effective,  oral  contraceptives  must  be  taken  each  day  -- 
there's  little  grace  for  having  an  exam  to  study  for,  a  special 
party  to  go  to,  or  a  distracting  fight  with  a  boyfriend.   Plus, 
many  teens  fear  the  nightmare  effect  of  weight  gain.   The 
disincentives  and  distractions  from  being  good  pill  takers  are 
just  too  many. 

We  live  in  a  curious  society  that  celebrates  sex  in  everything 
from  prime  time  TV  to  car,  beer  and  razor  commercials.   But  then 
we  demand  that  teens  just  say  no  and  pet  their  dog  and  not  their 
date.   Our  kids  are  getting  screwy  messages  from  us  and,  as  a 
result,  they're  making  their  own  judgements. 

Norplant  is  probably  the  most  attractive  option  for  birth  control 
now  available  --  with  the  exception  of  its  cost.   It  can  put  to 
rest  for  an  extended  period  of  time  a  woman's  concern  for 
unintended  pregnancy.   As  we  all  know,  it  does  not  answer  our 
health  concerns.   Condom  use  must  always  be  stressed.   And  women 
must  be  educated  to  the  importance  of  pelvic  exams. 

Much  of  Planned  Parenthood' s  success  at  serving  teenagers  and 
low- income  women  has  been  our  ability  to  stretch  public  dollars 
to  serve  more  women  in  need  through  the  generosity  of  private 
donations.   But  the  demands  on  our  clinics  overwhelm  our  ability 
to  serve. 
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Thank  God  for  the  Clintons  and  for  the  momentum  for  health  care 
reform.   Kop«fully,  th«  time  will  comm  »oo*  wh«n  all  mmmn   will 
r»ottiv«  tlM  iaeurancc  ••c*««axy  to  cowr  tW  e<Mt  of  A«vic*«  sucli 
as  Norplant.   Until  that  time  comes,  we  ask  that  Norplant  be 
priced  at  a  more  reasonable  rate  and  that  the  federal  government 
continue  its  commitment  to  the  public  health  family  planning 
efforts  contained  in  Title  X  and  medicaid. 

Thank  you  for  your  coiMidaration. 
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Hearlnfl  November  10th,  1993. 

We  are  Allan  Rosenfleld,  MD,  Dean,  Columbia  School  of  Public  Health  and  Professor 
of  Public  Health  and  Obstetrics  and  Gynecology;  and  Carolyn  Westhoff,  MD, 
Associate  Professor  of  Obstetrics  and  Gynecology,  Columbia/Presbyterian  fidedlcal 
Center. 

We  wish  to  comment  on  the  development,  marketing  and  pricing  of  the  new  Implant 
contraceptive,  "Norplant".  Norplant  utilizes  a  hormonal  agent,  Levonorgestrol,  a 
progesiorone-like  compound  developed  by  the  Wyeth  company  in  the  early  1960's. 
This  hormone  was  used  by  Wyeth  In  Its  oral  contraceptive  products  In  the  ensuing 
some  thirty  years.  In  fact,  it  Is  estimated  that  during  the  past  30  years,  levonorgestrol 
has  been  the  most  widely  used  progestin  In  oral  contraceptives  In  the  world,  resulting 
tremendous  returns  on  the  original  investment. 

In  the  late  I960's,  a  non-profit  organization.  The  Population  Council,  began  a 
development  of  what  eventually  became  the  implant,  Norplant,  utilizing  Levonorgestrol 
donated  by  Wyeth.  During  the  ensuing  twenty-five  years,  the  company  donated  the 
drug  and  access  to  the  toxicological  data  in  return  for  rights  to  the  drug  In  the  United 
States  but  was  otherwise  not  involved  In  the  development  process.  This  process  was 
entirely  funded  by  federal  sources  (NIH  and  the  US  Agency  for  International 
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Development)  and  private  foundations  through  The  Population  Council,  up  to  and 
Including  the  FDA  approval  process.  It  is  alleged  by  Wyeth  that  they  played  a  role  In 
the  final  stages  of  the  approval  process. 

Following  approval,  Wyeth  alleged  that  they  had  substantial  costs  related  to  marketing 
and  to  a  national  training  program  to  train  physicians  in  the  technique  of  insertion  and 
removal.  The  training  program  was  a  good  program  but  Wyeth  has  been  most 
misleading  about  the  cost  of  this  program.  They  have  suggested  that  It  cost  $1,000 
per  physician  trained,  resulting  in  a  cost  of  several  million  dollars.  However,  in 
assessing  the  cost  per  physician,  they  estimated  $365.00  per  kit  used  In  the  training 
(with  each  physician  using  |  kits),  rather  than  the  estimated  $20-25  the  company 
actually  spends  to  purchase  these  kits.  The  alleged  cost  of  training  Is  thus  grossly 
overestimated.  Similarly,  the  company  has  created  a  foundation  to  provide  Norplant 
kits  to  physicians  who  submit  paperwork  attesting  to  the  inability  of  individual 
patients  to  pay.  Each  physician  is  limited  to  ten  kits  per  year.  It  is  essential  to  submit 
a  form  on  each  patient  for  whom  a  Norplant-kit  is  desired  and  the  foundation  will  then 
send  a  Norplant  kit  in  response  after  reviewing  the  paperwork.  Here  again,  the 
company  has  estimated  the  amounts  of  money  donated  to  this  foundation  based  on 
the  market  price  of  Norplant  rather  than  their  actual  cost,  again  grossly  overstating 
the  funds  committed. 

For  the  individual  clinics  attempting  to  utilize  Norplant,  the  mechanisms  are  sufficiently 
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complex  that  many  clinics  find  it  most  difficult  to  provide  Norplant,  despite  the  desire 
of  many  women  to  us©  this  method.  At  our  own  clinic,  at  the  Columbia/Presbyterian 
Medical  Center,  we  were  forced  to  raise  significant  funding  from  private  foundations 
in  order  to  have  a  stockpile  of  Norplant  kits  on  hand  to  meet  the  demand  of  the 
several  hundred  women  who  requested  thlJ  method  in  our  clinic.  It  seems  to  us 
highly  Inappropriate  that  a  method  developed  with  the  support  of  the  government  end 
private  foundations  should  then  require  our  raising  money  from  similar  foundations  in 
order  to  have  these  kits  available.  Medicaid  will  reimburse  for  Norplant  but  that 
process  Is  a  slow  one.  Further,  at  a  time  of  great  concern  about  rising  health  care 
costs,  It  Is  simply  wrong  that  the  costs  of  Norplant  to  the  government  should  be  so 
high.  There  are  many  low-income  clinics  which  simply  are  not  providing  this 
contraceptive  option  because  of  the  price  and  the  complexity  of  getting  sufficient 
devices  In  place. 

Thus,  we  believe  that  the  pricing  structure  of  Norplant  is  inappropriate,  in  general,  and 
that,  at  a  minimum  there  should  be  a  public  sector  price.  The  company  Is  not  justified 
in  the  price  it  has  set.  It  is  estimated  that  there  have  been  some  750,000  women 
who  have  used  this  method  to  date,  which  at  a  cost  of  $365  per  kit  totals 
approximately  $274  million.  Neither  Medicaid  nor  private  insurance  companies  should 
be  asked  to  pay  this  price. 

The  agreement  reached  between  the  Population  Council,  which  developed  Norplant, 
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the  Finnish  manufacturer  and  the  American  marketer  of  Norplant  has  provided 
protection  for  public  sector  programming  In  the  developing  world,  but  has  provided 
absolutely  no  such  protection  for  public  sector  pricing  in  the  United  States.  In 
developing  countries,  the  cost  for  a  Norplant  Icit  is  approximately  tv\/enty-flve  dollars. 
It  Is  our  opinion  that  In  development  of  new  pharmaceutical  technology,  as  well  es 
other  technologies,  In  which  significant  federai  and/or  private  foundations  support  is 
provided  in  the  development  and  testing  process,  there  must  be  a  mechanism  to 
protect  the  price  of  the  drug  or  technology  developed  to  the  public  In  general  and 
specifically  to  low  Income  populations. 

Thank  you  for  the  opportunity  to  testify  on  this  difficult  and  sad  situation  in  which  an 
excellent  new  contraceptive  technology  has  been  developed  that  Is  not  being  made 
adequately  available  to  low-Income  populations  end  is  overpriced,  in  our  opinion,  for 
ail  women  choosing  this  method. 

c:\WP51\SPH\N0RPLANT 
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STATEMENT  OF  JUDITH  M.  DESARNO,PRESIDENT 

NATIONAL  FAMILY  PLANNING  AND  REPRODUCTIVE  HEALTH 

ASSOCIATION,  BEFORE  THE  HOUSE  COMMITTEE  ON  SMALL  BUSINESS, 

SUBCOMMITTEE  ON  REGULATION,  BUSINESS  OPPORTUNIES,  AND 

TECHNOLOGY 


Chairman  Wyden,  Congressman  Combest  and  Members  of  the  Subcommittee.  I  am 
Judith  DeSamo,  President  of  the  National  Family  Planning  and  Reproductive  Health 
Association,  which  includes  in  its  membership  over  90%  of  the  Title  X  clinic  system, 
including  State  and  Local  Health  Departments,  Family  Planning  Councils,  Planned 
Parenthoods  and  other  private  non-profit  clinics  and  hospitals. 

I  salute  you  for  holding  this  hearing.  NFPRHA  has  been  trying  to  work  with  Wyeth- 
Ayerst  for  nearly  three  years  with  completely  frustrating  results.  I  speak  today  on 
behalf  of  the  4.5  million  low  income  and  poor  women  who  depend  upon  federally 
funded  Title  X  cUnics  for  family  planning  services.  Wyeth-Ayerst's  refusal  to  offer  a 
public  price  for  Norplant  has  denied  access  to  the  full  range  of  contraceptives  to 
hundreds  of  thousands  of  poor  women.  Norplant's  price  of  over  $300  is  also  difficult 
to  accept  given  the  international  price  for  Norplant  --  a  mere  $23  -  which  is  less  than 
one  tenth  that  paid  by  our  clinics. 

Wyeth-Ayerst's  refusal  to  seek  a  public  price  is  particularly  distressing  given  that  the 
majority  of  women  served  by  Title  X  reside  in  medically  underserved,  financially 
strained  areas,  where  the  rates  of  imintended  pregnancies  and  induced  abortions 
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demonstrate  the  need  for  high  qxiality  reliable  family  planning  services.  Nationally, 
only  about  10  to  20  percent  of  the  women  who  receive  services  in  Title  X  clinics  are 
Medicaid  eligible.  Therefore,  the  burden  of  providing  Norplant  for  80-90  percent  of 
these  women  falls  to  Title  X. 

Title  X  clinics  are  legally  required  to  offer  all  "medical,  social,  and  referral  services 
relating  to  family  planning  to  all  eligible  clients  who  desire  such  services."  This 
mandate  has  been  difficult  to  meet  with  the  advent  of  Norplant  --  a  device  whose  high 
cost  has  led  clinics  to,  in  effect,  ration  its  availability  to  the  segment  of  poor  women 
not  eligible  for  Medicaid.  When  compared  to  the  cost  of  other  contraceptives,  the 
financial  burden  to  the  clinics  of  providing  Norplant  becomes  clear.  In  serving  one 
woman  with  Norplant,  we  forego  serving  five  or  more  women  with  oral 
contraceptives. 

Not  surprisingly,  our  clinics  report  that  demand  for  Norplant  far  exceeds  the  amovmt 
which  can  be  supplied  by  our  clinics  at  the  oirrent  price.  For  example,  between 
1993  and  1994,  The  Title  X  program  in  Los  Angeles  estimates  that  the  demand  in 
Title  X  clinics  for  Norplant  will  grow  by  40  percent,  while  funding  for  Norplant  has 
not  increased.  However,  there  are  clinics  in  the  United  States  that  are  only  able  to 
fiind  one  Norplant  insertion  per  year  because  of  its  cost-forcing  women  to  seek  the 
device  elsewhere,  pay  for  it  out-of-pocket—which  for  most  of  our  patients  precludes 
access  to  this  method,  or  settle  for  their  second  choice  method-potentially  exposing 
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some  women  to  greater  risks  of  unwanted  pregnancies  due  to  method  failure  or 
noncompliance.  In  order  to  make  Norplant  available  to  a  larger  segment  of  Title  X 
patients,  some  private  nonprofit  clinics  that  receive  Title  X  funds  have  been  in  the 
untenable  position  of  raising  funds  in  the  community  to  augment  their  Norplant 
budgets.  In  doing  so,  they  reward  Wyeth's  intransigence  on  price.  States  too  have 
rewarded  Wyeth  by,  in  some  instances,  earmarking  funds  for  the  purchase  of 
Norplant,  and  in  all  instances  purchasing  Norplant  for  state  Medicaid  programs-at 
a  cost  of  over  $300  per  device.  This  earmarking  of  funds  for  one  contraceptive 
method  is  unprecedented-particularly  given  the  ongoing  budget  crises  in  states 
across  the  country.  While  these  efforts  fall  well  short  of  providing  universal  access 
to  Norplant  for  poor  women,  they  do  go  some  measure  toward  meeting  the  increasing 
demand  for  this  product. 

The  argument  for  a  lower  public  price  for  Norplant  is  also  bolstered  by  a  review  of 
the  history  of  its  development.  With  Norplant,  there  was  an  overwhelming  public 
investment  in  the  delivery  system  and  a  great  public  need  for  the  drug.  Common 
sense  dictates  that  where  the  government  has  been  a  significant  player  in  research 
and  development,  a  "reasonable"  price  should  be  set.  According  to  a  February  1993 
OfBce  of  Technology  Assessment  study  of  the  costs  and  returns  on  drug  development, 
"reasonable  pricing"  generally  is  taken  to  mean  that  "the  price  charged  does  not 
greatly  exceed  the  full  cost  of  researching,  developing,  manufacturing,  marketing,  and 
distributing  the  drug,  where  cost  includes  a  return  on  the  investment  sufficient  to 


94 


cover  investors'  risks  or  failure  and  opportiinity  costs  of  capital."  With  the  pricing  of 
Norplant,  Wyeth  fails  this  test  miserably. 

A  review  of  NFPRHA's  efforts  to  obtain  a  public  price  for  Norplant  also  indicates  that 
Wyeth  has  been  disingenuous  in  discussions  about  Norplant's  price.  In  1990,  the 
family  planning  community  greeted  the  decision  to  license  Norplant  in  the  United 
States  with  overwhelming  enthusiasm.  It  was  a  choice  that  was  particularly  welcome 
for  the  poor  and  often  undereducated  women  we  serve.  And  our  enthusiasm 
increased  with  the  company's  commitment  to  supply  Norplant  at  a  cost  which  was  "no 
more  than  taking  oral  contraceptives  for  five  years". 

We  thought  we  vmderstood  what  this  statement  meant.  For  over  ten  years.  Title  X 
clinics  had  been  receiving  oral  contraceptives  at  nominal  prices,  less  than  10%  of  the 
average  manufacturer's  price.  At  these  prices,  a  five  year  supply  of  pills  was  costing 
us,  on  average,  about  $60.  NFPRHA's  then  President,  Thomas  Kring,  wrote  to 
company  saluting  the  decision  to  sell  Norplant  at  this  same  price~$60.  Mr.  Kring 
applauded  this  "wise  policy  decision  for  ensuring  that  aU  women,  regardless  of 
income,  have  access  to  the  best  health  care  available,"  and  added  that  "Norplant  is 
a  revolutionary  breakthrough  in  public  health.  We  are  delighted  to  be  able  to  offer 
it  to  our  patients."     ...^  ~~~.    -- ^-^  z^^u:  .j    ;C..d:        .  ■     '-'^  J    ;  ^iv 

A  full  three  months  later,  Wyeth  replied  with  an  imequivocal  NO.    Wyeth  has 


repeatedly  stated  that  the  inflated  price  is  necessary  to  cover  the  costs  associated 
with  training  of  practitioners  in  insertion  and  removal  techniques.  This  justification 
seems  to  be  even  less  valid  than  when  it  was  first  offered,  since  most  of  this  training 
for  our  4,000  clinics  is  accomplished  at  public  expense  in  Title  X  funded  training 
centers. 

Mr.  Chairman,  NFPRHA  is  not  insensitive  to  the  need  of  the  company  to  recover  its 
costs  and  to  make  a  profit,  but  we  remain  puzzled  by  the  decision  fi-om  a  business 
perspective.  ^  '^ 

In  1991,  NFPRHA  conducted  a  svirvey  within  the  Title  X  clinic  community  of  the 
demand  for  Norplant  kits  at  a  lower  price.  A  recent  update  of  this  survey  indicates 
that,  with  a  $60.00  price  tag,  an  additional  60,000  kits  would  be  purchased.  Given 
that  the  price  of  Norplant  on  the  international  market  is  $23.00,  one  can  easily 
calculate  that  Wyeth  could  recoup  its  costs  and  still  make  a  profit  by  selling  the  kits 
to  the  Titie  X  system  at  a  significantly  lower  price.  We  are  mystified  as  to  why 
Wyeth  persists  in  ignoring  this  potential  market. 

Our  frustration  with  Wyeth  has  continued  to  grow.  Wyeth  had  been  concerned  that 
a  lower  pubUc  price  to  our  clinics  wovdd  establish  a  new  and  far  lower  "best  price"  for 
their  product,  a  price  which  would  then  lead  to  greater  rebates  for  Medicaid 
purchasers  of  Norplant.  However,  this  basis  for  this  concern  disappeared  with  the 
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passage  of  the  Veterans  Health  Care  Act  of  1992.  This  legislation  mandated  that 
drugs  sold  to  family  planning  clinics  funded  by  the  Public  Health  Service  be  exempted 
firom  calculations  of  the  "best  price"  used  to  determine  Medicaid  rebates.  NFPRHA 
had  worked  with  representatives  from  the  pharmaceutical  industry  to  obtain  this 
exemption  to  allow  companies  such  as  Wyeth-Ayerst  to  give  a  deep  discovmt  without 
forcing  them  to  nominal  prices. 

Finally,  in  early  1993, 1  met  with  a  Wyeth  Vice  President  to  address  the  company's 
concern  that  making  Norplant  available  to  Title  X  clinics  at  a  deeply  discoimted  rate 
could  result  in  non  low-income  patients  obtaining  the  drug  at  the  clinics.  NFPRHA 
offered  to  design  a  system  to  preclude  this  scenario,  assuring  Wyeth  that  Title  X 
clinics  would  utilize  the  specially  priced  drugs  for  patients  at  or  below  185%  of 
poverty,  the  same  standard  set  by  the  Norplant  Foundation.  That  was  the  first  and 
last  conversation  we  had  on  this  topic. 

Access  to  all  methods  of  birth  control  is  vital  to  promoting  women's  health  equity. 
Wyeth's  excessive  profiteering  has  created  a  de  facto  two-tiered  system  and  left  ovir 
clinics  to  struggle  with  finding  ways  to  serve  our  patients.  While  Wyeth  argues  that 
they  have  tried  to  provide  access  to  poor  women  through  Medicaid,  earmarked  state 
funds  and  the  Norplant  Foundation,  I  would  counter  that  every  way  you  look  at  their 
pricing  policy  is  inadequate.  We  must  ask  ourselves  over  and  over  again  if  it  is 
appropriate  for  Medicaid-a  program  collapsing  under  its  own  financial  burdens~to 
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spend  over  $300  per  device  on  a  product  which  costs  something  on  the  order  of  $10 
to  produce.  The  same  can  be  said  for  earmarked  state  funds.  Given  that  controlling 
health  care  costs  is  at  the  top  of  the  list  of  national  priorities,  it  seems  imperative 
that  this  injustice  be  addressed. 

If  we  are  to  maintain  access  to  all  methods  for  poor  women  served  by  public  clinics, 
it  is  clear  that  the  price  clinics  pay  for  Norplant  must  decrease  substantially. 
The  lack  of  equal  access  to  Norplant  implants  marks  a  retreat  from  the  principles  on 
which  the  public  family  planning  program  was  built.  Now  is  the  time  to  recoup  our 
public  investment  in  this  product  by  mandating  a  public  price  for  Norplant.  It  is  our 
hope,  that  the  company  will  be  willing  to  come  to  the  table  with  us  to  discuss  new 
pricing  policies  that  will  guarantee  that  this  imderserved  and  often  neglected 
population  has  access  to  the  full  range  of  contraceptive  options. 
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Iational  Family  Planning   &  Reproductive  Health  Association 


October  30,  1991 


Mr.  John  Stafford 
American  Home  Profiucts 
685  Third  Avenue 
New  York,  NY    10017 


Dear  Mr.  Stafrord; 


The  National  Family  Planning  and  Reproductive  Health  Association 
(NFPRHA)  is  a  non-profit  membership  organization  established  to  improve  and 
e.xpand  the  delivery  of  voluntary  family  planning  and  reproductive  health  care 
services  throughout  the  United  States.    As  the  only  national  organization 
representing  the  entire  family  plarming  community,  NFPRHA's  members 
comprise  almost  all  grantees  funded  by  the  Department  of  Health  and  Human 
Services  under  lltle  X  of  the  National  Public  Health  Service  Act.    These 
grantees  serve  nearly  five  million  low  income  and  poor  women  and  adolescents 
yearly. 

During  this  past  sxmimer,  the  Service  Delivery  Committee  of  NFPRHA 
conducted  a  national  survey  of  our  membership  regarding  the  effect  of  potential 
varying  prices  on  thoir  abiUty  to  purchase  Norplant  kits.    The  surveys  were 
sent  to  all  Title  X  grantees.    53  grantees  responded,  covering  about  65%  of  the 
Title  X  progi-am  nationally.    As  you  are  aware  from  our  previous 
correspondence,  there  is  great  concern  among  the  family  planning  providers  who 
serve  poor  women  that  this  new  contraceptive  will  not  be  readily  available  to 
low-income  women  without  access  to  Medicaid. 

We  hope  to  continue  a  dialogue  with  you  with  the  aim  of  assuring  access 
to  this  important  contraceptive  advance  and  in  that  spirit  offer  these  survey 
results: 

*  If  price  were  $175  per  kit  -  15,505  kits  would  be  purchased  annually 

*  If  price  were  $100  per  kit  -  37,562  kits  would  be  purchased  annually 

*  If  price  were  $  25  per  kit  -  82,198  kits  would  be  purchased  annually 

*  6  respondents  would  not  purchase  kits. 

Several  respondents  indicate  that  if  the  price  were  $25  per  kit,  they  would  not 
need  to  limit  the  availability  of  the  kits  and  usage  could  be  higher  than 
estimated. 

As  you  can  readily  see  there  is  great  interest  in  making  much  more  use 
of  Norplant  in  the  mix  of  contraceptives  we  are  able  to  provide  for  poor  women. 
While  our  providers  ,are  pleased  that  so  many  states  are  covering  Norplant  in 
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Mr.  John  Scafford 
October  30,  1991 
Page  Two 


the  Medicaid  system  we  feel  compelled  to  point  out  that  many  poor  people  fall 
through  that  system  and  are  served  by  the  Title  X  program  ■  if  at  all.    For 
example,  in  Alabama,  a  person  must  exist  at  or  below  16%  of  the  poverty  level 
to  be  eligible  for  Medicaid.   This  is  only  14%  of  the  family  planning  caseload  in 
Alabama.    At  the  $350  base  price,  our  provider's  ability  to  provide  Norplant  is 
severely  limited. 

I  look  forward  to  further  discussions  with  you  in  the  hopes  that  we  can 
find  a  solution  that  will  truly  include  all  women  in  this  advance. 

Thank  you  for  your  attention.    I  look  forward  to  your  reply. 

-;■)•.;-?■  ■-  •  Sincerely, 

Ju^th  M.  DeSarno  /Joan  Henneberry  ' 

Executive  Director  Service  Delivery  Chair 
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Mr.  Chairman,  Congressman  Combest  and  members  of  the  House  Regulation,  Business 
Opportunities,  and  Technology  subcommittee,  it  is  a  great  honor  to  have  been  asked  to 
appear  before  you  to  address  many  important  and  pressing  issues  concerning  the  state  of 
family  planning  in  our  country  today.   I  am  a  physician,  board-certified  in 
obstetrics/gynecology  and  preventive  medicine.   I  am  also  a  board  member  of  the 
Association  of  Reproductive  Health  Professionals,  or  ARHP. 

ARHP  is  a  medical  professional  organization  committed  to  improving  clinicians'  knowledge 
and  skills  in  the  area  of  reproductive  health.   We  are  also  committed  to  providing  women 
and  men  with  accurate,  up-to-date  information  on  issues  that  pertain  to  their  reproductive 
health.   In  recent  years  we  have  launched  a  number  of  programs  that  aim  to  improve 
clinicians'  reproductive  health  skills  and  have  helped  to  better  inform  patients  seeking 
reproductive  health  services.    But  we  have  much  more  to  do,  and  many  of  the  problems  that 
exist  within  our  current  health  care  system  pertaining  to  contraception  and  family  planning 
are  beyond  any  one  organization's  ability  to  solve. 

In  1990,  ARHP  conducted  didactic  and  practicum  training  sessions  throughout  the  United 
States  to  insure  that  clinicians  were  adequately  prepared  to  insert  Norplant*.  Over  2,000 
physicians  and  nurses  were  trained  in  general  contraceptive  service  delivery  and  provision 
and  in  Norplant*  insertion  and  removal  techniques.  In  a  sad  commentary  on  both  medical 
education  and  practice,  it  is  safe  to  say  that  the  individuals  who  attended  ARHP's  didactic 
and  practicum  training  sessions  received,  on  the  average,  more  contraceptive  training  than 
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the  graduates  of  existing  medical  schools.   Insufficient  emphasis  on  reproductive  health, 
including  contraception,  is  a  current  problem  within  both  medical  education  and  continuing 
medical  education.   An  important  issue  is  whether  the  responsibility  for  contraceptive 
training  rests  with  industry,  government,  or  the  medical  education  system.  .. 

Because  of  the  popularity  of  the  method  and  demand  for  training  from  a  range  of  providers, 
Norplant*  has  also  provided  ARHP  with  an  opportunity  to  communicate  with  our  colleagues 
in  other  specialties  such  as  family  practice  and  pediatrics  about  the  importance  of  patient- 
provider  communication.  ^  ^^^  ^  ,  ^  i„  ^^  ^^  ,y  ^^^^  j,^ 

usmioim  5im-o  asm  bn« 

Despite  having  one  of  the  most  technologically  advanced  health  care  systems  in  the  world, 
this  country  is  plagued  with  an  avoidable  and  unacceptably  high  rate  of  unintended  ^nBiainiio 
pregnancy.   According  to  the  Alan  Guttmacher  Institute  (AGI),   67  percent  of  U.S.  women 
between  the  ages  of  15-44  are  at  risk  for  unintended  pregnancy.   In  fact,  of  the  six  million 
pregnancies  that  occur  each  year  in  the  United  States,  56  percent  of  them  are  unintended. 
Even  contraceptive  users  can  become  pregnant.   In  1987,  1.7  million  pregnancies  occurred  to 
women  using  contraception.   Our  national  record  is  a  disgrace  when  compared  with  many 
other  developed  and  even  some  developing  countries.    Our  rate  of  teen  pregnancy,  for 
example,  is  seven  times  that  of  the  Netherlands  and  twice  Canada's  rate.„,yf-  ^jj^ 

The  social  and  economic  consequences  of  unintended  pregnancy  run  deep  through  our 
society.   These  include  poverty,  abuse,  violence,  and  an  increasing  burden  on  taxpayers. 


According  to  a  1993  report  by  the  Center  for  Population  Options,  U.S.  taxpayers  spent 
$29.28  billion  in  1991  to  support  teen  parents  and  their  children,  an  increase  of  16  percent 
for  the  second  year  in  a  row. 

The  effects  of  unintended  pregnancy  on  the  individual  must  also  not  be  overlooked.    Children 
bom  to  teenage  mothers,  for  example,  are  at  increased  risk  of  lower  intellectual  and 
academic  achievement  and  behavior  problems,  fueling  cycles  of  poverty,  violence  and  abuse. 


All  sexually  active  women  of  reproductive  age  are  at  risk  for  unintended  pregnancy.   The 
female  reproductive  life  cycle  spans  nearly  40  years.   The  male  reproductive  life  span  is  even 
longer. 

Until  the  birth  control  pill  became  available  30  years  ago,  U.S.  women  and  men  had  limited 
contraceptive  options.   In  recent  years  the  pill  and  other  existing  methods  have  been  greatly 
improved,  while  newer,  long-acting  methods  such  as  Norplant*  and  Depo-Provera*  have 
been  made  available.   Contraceptive  research  and  development  in  this  country  continues  to 
advance  at  a  snail's  pace,  but  for  individuals  eager  to  prevent  unintended  pregnancy,  there 
are  more  and  better  ways  to  do  so. 

However,  due  in  part  to  our  social  environment  and  the  failure  of  leadership  at  all  levels, 
good  information  about  birth  control  methods  and  options  for  women  and  men  has  not  been 
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made  widely  available.  Individuals  who  wish  to  prevent  or  time  a  pregnancy,  which  includes 
most  of  us  for  most  of  our  lives,  have  therefore  not  been  informed  about  the  recent  advances 
in  contraception. 

Current  federal  efforts  designed  to  address  the  problem  of  unintended  pregnancy  are 
inadequate.   The  federal  government  has  turned  its  back  on  funding  for  reproductive  health 
programs,  including  comprehensive  studies  to  assess  sexual  behavior  and  the  true  costs 
associated  with  unintended  pregnancies.   We  do  not  even  have  basic  data  on  how  many 
women  and  men  are  using  contraceptives  and  how  many  have  switched  from  one  method  to 
another  over  the  course  of  their  reproductive  life  spans.   Data  from  these  types  of  studies 
would  enable  us  to  gauge  the  true  popularity  of  methods  such  as  Norplant*. 

A  woman  spends  nearly  half  of  her  life  trying  to  prevent  unintended  pregnancy. 
Consequently,  women  need  a  wide  array  of  contraceptive  options.   It  is  important  to  note 
that  there  is  not  one  contraceptive  method  that  is  appropriate  for  all  women  all  of  the  time. 
Contraceptive  needs  are  different  at  different  times  of  life.   Before  the  introduction  of 
Norplant*,  women  had  few  options  available. 

The  introduction  of  Norplant*,  therefore,  has  played  a  critical  role  in  expanding 
contraceptive  choice.   Norplant*  has  an  efficacy  rate  of  over  99  percent,  providing  a  highly 
effective,  long-acting  alternative  to  other,  short-acting  methods.     The  availability  and 
popularity  of  Norplant*  may  also  have  paved  the  way  for  greater  acceptance  of  Depo 
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Provera*,  another  long-acting  reversible  method  of  birth  control  approved  last  year  by  the 
Food  and  Drug  Administration.    The  publicity  surrounding  the  introduction  of  Norplant*  has 
also  undoubtedly  heightened  awareness  among  women  and  men  about  all  available  methods 
of  birth  control. 

The  Subcommittee  has  asked  us  to  address  problems  at  the  clinical  level  surrounding  the 
introduction  of  Norplant*. 

Unfortunately,  decisions  about  contraceptive  methods  are  not  as  well-informed  as  we  would 
like.   On  a  clinical  level,  the  introduction  of  Norplant*  has  made  the  need  for  more  effective 
continuing  medical  education  for  professionals  in  this  area  more  acute. 

The  introduction  of  Norplant*  has  also  underscored  the  importance  of  the  patient's  role  in 
choosing  a  birth  control  method  and  highlights  the  public's  need  for  more  information 
regarding  safe  and  available  contraceptive  options. 

For  30  years  prior  to  the  introduction  of  Norplant*,  the  primary  focus  of  professional 
education  in  the  area  of  contraception  centered  around  sterilization  and  oral  contraceptives, 
or  the  pill.   Our  experience  with  the  pill  has  taught  us  that  counseling  increases  patient 
satisfaction  with  the  method.   We  know  that  when  counseling  is  inadequate,  users  may 
become  dissatisfied  and  discontinue  the  pill. 
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The  problem  of  inadequate  counseling  for  Norplant*  is  different.   Norplant*  users  cannot 
discontinue  the  method  on  their  own.   They  must  see  a  clinician  for  the  removal  procedure. 
There  is  also  a  cost  difference  in  that  women  who  discontinue  Norplant*  early  because  they 
are  dissatisfied  lose  their  investment  in  the  method  since  most  of  the  cost  is  up  ft-ont. 
Counseling  is  always  important  and  the  provider  must  ensure  that  the  patient  is  adequately 
counseled  about  possible  side  effects  prior  to  choosing  a  method.   However,  with  the  long- 
acting  methods,  when  the  decision  about  contraception  is  more  long-term,  counseling  is 
particularly  important  for  user  satisfaction.   It  is  clearly  the  responsibility  of  the  provider  and 
the  patient  to  understand  the  importance  of  counseling  in  birth  control  decision  making. 

The  introduction  of  Norplant*  therefore  highlighted  the  need  for  improvement  in  the  patient 
counseling  skills  of  health  care  providers.    Physicians  have  traditionally  been  reluctant  to 
expend  time  on  counseling.   However,  the  introduction  of  Norplant*  and  Depo  Provera* 
have  served  to  heighten  awareness  of  the  importance  of  patient  counseling  about  all  forms  of 
contraception  as  well  as  other  aspects  of  a  patient's  reproductive  health. 

In  addition,  price  is  an  issue  in  the  mix  of  considerations  an  individual  must  face  in  choosing 
a  contraceptive.   To  the  extent  that  more  effective  methods,  such  as  Norplant*,  are  initially 
more  expensive  than  less  effective  methods,  individuals  making  choices  based  on  cost  alone 
will  be  at  greater  risk  for  unintended  pregnancy.   However,  as  I  indicated  above,  cost  is  not 
always  the  sole  factor  an  individual  considers  when  choosing  a  birth  control  method. 
Effectiveness  and  convenience  are  also  important  considerations.    For  example,  typically. 
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three  out  of  100  women  using  the  pill  have  a  contraceptive  failure  over  one  year.   Only  three 
out  of  1,000  women  using  Depo  Provera*  typically  experience  a  failure,  whereas  only  nine 
out  of  10,000  women  using  Norplant*  may  experience  a  failure.   Part  of  the  reason  for  the 
difference  in  the  failure  rates  for  Norplant*,  Depo  Provera*  and  the  pill  is  the  fact  that  it  is 
easy  to  forget  to  take  a  pUl  every  single  day.  ^■''■ 

An  examination  of  the  social  and  economic  climate  of  this  country  over  the  past  30  years 
reveals  numerous  barriers  and  disincentives  for  the  private  sector  to  bring  contraceptives  to 
market.   Furthermore,  since  the  federal  government  has  not  provided  an  appropriate 
atmosphere  for  the  development  of  new  contraceptives,  the  burden  of  contraceptive  research 
and  development  has  rested  with  non-profit  organizations  and  industry.    At  present,  apart 
from  development  of  the  intrauterine  device  (lUD),  only  one  major  U.S.  drug  company  is 
conducting  contraceptive  research  and  development.   Given  this  handicap,  it  could  be 
considered  remarkable  that  any  new  methods  have  been  brought  to  market  in  recent  years. 
To  further  insure  a  wider  range  of  choice  for  individuals  and  a  lower  rate  of  unintended  "'  - 
pregnancy  for  our  country  we  need  to  examine  how  incentives  for  the  private  sector, 
particularly  small  business,  can  be  improved. 

The  Subcommittee  has  asked  us  to  comment  on  the  inclusion  of  family  plarming  in  the 
various  health  care  reform  proposals. 

Given  my  earlier  remarks  it  should  be  clear  that  reproductive  health  is  the  stepchild  of 
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modem  medicine.   This  status  is  institutionalized  in  medical  education,  where  scant  attention 
is  paid  to  the  subject.   It  is  for  this  reason  that  the  primary  focus  of  ARHP  has  been  to 
develop  medical  school  curricula  in  reproductive  health,  together  with  the  means  for 
implementing  such  curricula.   We  have  also  developed  an  ambitious  program  of  continuing 
medical  education  for  primary  care  physicians,  nurse  practitioners  and  other  health  care 
providers  to  upgrade  their  knowledge  and  skills  in  the  field  of  reproductive  medicine. 

In  the  absence  of  a  health  care  system  that  facilitates  access  to  reproductive  health  services 
and  encourages  their  use,  our  efforts  will  be  of  little  value.   It  is  imperative  that  health  care 
reform  includes  current  incentives  and  support  for  reproductive  health  services.    Reform 
must  also  address  problems  such  as  the  existing  disincentives  pertaining  to  contraceptive 
research,  development,  and  marketing  of  effective  new  methods,  and  lack  of  access  and 
inadequate  insurance  coverage  for  contraception.   Currently,  lack  of  universal  insurance 
coverage  can  cause  problems  for  women  using  Norplant*.   Even  if  women  have  private 
insurance  coverage  or  Medicaid  at  the  time  of  insertion,  they  may  no  longer  have  insurance 
at  the  time  of  removal.   Some  women  in  this  circumstance  have  reported  difficulty  in  finding 
a  provider  who  will  remove  the  device  if  they  cannot  pay  for  it. 

The  Subcommittee  has  asked  us  to  comment  on  what  the  Norplant*  experience  tells  us  about 
the  market  for  contraceptives  and  family  planning  services. 

The  success  of  Norplant*  tells  us  that  U.S.  women  and  men  are  eager  for  new,  more 
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effective  and  user-friendly  methods  of  contraception.   It  also  tells  us  that  they  want  long- 
acting  reversible  methods  as  an  alternative  to  less  effective  methods  or  permanent  methods 
such  as  sterilization. 

It  is  unlikely  that  this  success  could  have  been  predicted.   In  fact,  given  the  social  and 
economic  climate  in  this  country  since  the  last  major  advance  in  contraception  30  years  ago, 
and  the  fact  that  so  few  companies  have  ventured  into  this  area,  it  might  have  been  safe  to 
assume  that  marketing  of  any  new  method  represented  a  major  business  gamble.   That 
gamble  appears  to  have  had  enormous  benefit  for  the  hundreds  of  thousands  of  women  who 
have  chosen  this  method  and  for  the  countless  numbers  of  women  and  men  who  are  now 
more  aware  and  informed  on  the  subject  of  contraception  as  a  result  of  Norplant*' s  visibility. 
For  ARHP  this  is  progress  toward  one  of  our  major  organizational  goals,  which  is  the 
prevention  of  unintended  pregnancy  and  improvement  of  the  reproductive  health  of  all 
women  and  men  in  the  United  States. 

Thank  you.   I  would  be  pleased  to  answer  any  questions  you  may  have. 
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Good  morning.   Thank  you  for  the  opportunity  to  testify  before  the  Cx^mmittee  on  this        ■  i 
important  women's  issue.    I  am  Olivia  Cousins.    I  am  the  immediate  past  chair  of  the 
Board  of  Directors  of  the  National  Women's  Health  Network.    I  am  also  an  Associate         '^ 
Professor  of  for  (he  City  University  of  New  York  at  the  Borough  of  Manhattan  Community 
College.   In  addition,  I  am  the  Project  Coordinator  of  College  Opportunity  to  Prepare  for    -• 
Employment,  an  academic  enricliment  and  empowerment  program  for  women  on  AFDC. 

The  National  Women's  Healdi  Network  is  a  national  membership  group  representing  over 
fifteen  thousand  individual  and  400  organizational  members.    Our  mission  is  to  advocate      ; 
for  better  federal  health  policies  regarding  women.    We  are  particularly  concerned  that  all 
women  have  access  to  birth  control  mtJhods  that  are  safe,  effective,  convenient,  controlled     • 
by  women,  and  atTordable.    Norplant  doesn't  meet  these  criteria.    First  and  foremost,  it  is 
far  too  expensive. 

Women  who  use  birth  control  pay  for  it  in  one  of  several  ways.    They  pay  the  cost   v  insriT 

themselves,  they  use  private  insurance,  they  have  the  cost  covered  through  a  government 
program  such  as  Medicaid  or  Title  X,  or  they  pay  a  small  part  of  the  cost  and  have  the  rest 
of  their  expenses  subsidized  by  a  conimunity  clinic. 

The  extraordinarily  high  cost  of  Norplant  has  directly  led  to  it  being  inaccessible  to  women 
who  use  some  of  the  payment  strategies  discussed  above.    Most  clinics  can't  afford  to 
subsidize  the  cost  of  Norplant.    Most  women  can't  afford  the  $500  fee.   Many  women 
aren't  covered  by  insurance  and  not  all  insurance  companies  cover  the  cost  of  contraceptive 
supplies.    Thus,  Norplant  is  only  truly  accessible  to  women  eligible  for  government 
programs,  and  women  who  have  excellent  insurance.    Women  in  the  m.iddle  are  left  out. 

Medicaid  coverage  of  Norplant  is  universal  throughout  the  United  States.   This  commitment 
to  covering  all  methods  of  birth  control  is  wonderful  for  women.    Tt  ensures  that  low- 
mcome  women  using  Medicaid  have  as  many  choices  as  women  who  are  better  off 
fmancially.    Ironically,  though,  while  Medicaid  coverage  of  Norplant  avoids  punishing 
women  for  being  low-income,  it  also  rewards  Wyeth-Ayerst  for  being  greedy. 
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Why  in  the  world  is  the  government  paying  twice?  Federal  dollars  were  invested  in  the 
development  of  Norplant.  Why  are  they  being  spent  again  to  pay  outrageous  sums  for  a 
product  that  has  no  public  sector  price  and  an  exorbitant  private  sector  price,  at  that? 

Earlier,  I  mentioned  that  the  Network  advocates  for  methods  that  are  convenient  for  women 
to  use.   At  fu-st  glance,  Norplant  might  seem  to  be  very  convenient  for  women.    However, 
wliile  it  may  be  conveiuent  to  use,  for  some  women  it  is  very  inconvenient  to  stop  using. 

Norplant  needs  to  be  removed  by  a  specially  trained  professional.    There  is  almost  always  a 
separate  charge  for  this  service.    Women  who  caiuiot  afford  the  fee  for  the  removal  of 
Norplant  are  denied  removals.    Many  examples  of  this  ejtist.   An  article  in  a  recent  issue  of 
Contraceptive  Tcclinology  Update  documented  this  problem'.    We  have  included  a  copy  of 
this  article  with  our  testimony. 

Because  women  are  denied  removals,  women  who  are  experiencing  side  effects  are  left  to 
suffer  with  unpleasant  and  possibly  unhealthy  conditions.    Women  who  have  changed  their 
mind  about  birth  control  and  want  to  get  pregnant  ore,  in  effect,  forced  to  contracept  against 
their  will. 

It  is  important  to  mention  that  women  whose  Norplant  insertions  were  covered  by  third 
party  payors  might  not  be  able  to  use  that  coverage  for  removal.    The  Network  has  been 
contacted  by  a  woman  from  the  South  whose  Norplant  was  inserted  six  weeks  after  she 
gave  birth  and  covered  by  Medicaid.    Several  months  later,  this  woman  wanted  her 
Norplant  taken  out  but  she  no  longer  was  eligible  for  Medicaid.    She  couldn't  afford  to  pay 
to  have  it  removed.    Another  woman  that  the  Network  is  aware  of  lives  in  Colorado  and 
has  private  insurance  that  covers  insertion  only.    In  South  Dakota  and  South  Carolina, 
Medicaid  will  not  cover  Norplant  removal  if  women  want  to  become  pregnant(l). 

The  most  practical  solution  to  the  problem  of  women  being  unable  to  pay  the  fee  for 
removal  of  Norplant  would  be  to  charge  one  all-inclusive  fee  that  covered  both  insertion 
and  removal.    This  type  of  payment  plan  is  sometimes  used  for  surgical  procedures.    The 
fee  charged  for  the  procedure  often  includes  routine  follow-up  visits,  and  any  unavoidable 
complications  that  need  further  care. 

If  all  Norolant  providers  charged  a  comprehensive  fee  that  covered  both  insertion  ai.d 
elal  t^men  would  be  much  better  off  than  they  are  "ow.   Women  woudnH  be  forced 
to  endure  situations  that  they  don't  want  just  because  they  can  t  afford  to  pay  for  a 
removal. 

However.  fl,e  high  price  charged  by  Wyclh-Ayers.  -e^^i^^-^'jXS'— wX 
provide.  ,0  con*r  charging  -  ^  "'-trl/rrUo'Vo  e  ^^OrTotiy  women  who  e» 
S  N^rl:  *;' fovtlTy  gover^e.  «ng,  or  .hose  wo„,e„  who 
have  excellent  private  in.iurance. 
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The  Network  is  encouraged  by  this  hearing  today.    We  hope  that  the  Committee's  interest 
in  the  issue,  and  the  public  outrage  that  is  sure  to  follow  this  hearing  will  have  an  affect  on 
the  price  of  Norplant.    The  price  of  Norplant  should  be  adjusted  to  reflect  both  the  low  cost 
of  manufacture  and  the  investment  of  federal  dollars.   A  lower  price  would  go  a  long  way 
to  making  the  method  accessible  to  all  women  who  want  it,  and  to  ensure  that  women 
wouldn't  be  forced  to  continue  using  Norplant  when  they  want  to  stop. 

However,  there  is  one  other  way  that  we  believe  some  of  the  problems  Nvith  Norplant  could 
be  addressed.    Many  women  end  up  asking  for  removal  of  Norplant  because  they  don't  like 
the  side  effects  associated  with  the  method.   Much  of  this  could  be  prevented  by  thorough 
counselling  and  an  informed  consent  process  with  a  written  consent  form.   In  programs 
where  women  are  given  extensive  counselling,  the  women  who  ultimately  chose  Norplant 
are  much  more  likely  to  like  it  and  continue  using  it^,   However,  federally  fiinded 
programs  are  currently  inconsistent  in  the  amount  and  type  of  information  they  provide.    A 
recent  report  from  the  Native  American  Women's  Health  Education  Resource  Center 
docuinented  the  highly  variable  nature  of  counselling  and  consent  regarding  Norplant  within 
the  Indian  Health  Services,  a  single  agency'. 

The  Network  recommends  tliat  the  Department  of  Health  and  Human  Services  create  a 
federal  minimum  standard  for  a  written  consent  form.    The  consent  form  should  be  used  by 
all  health  care  agencies  which  receive  federal  funding. 

There  is  a  successful  precedent  for  mandated  consent  forms  in  federally-funded  health  care 
programs.    In  1976,  the  Department  of  Health  required  that  all  women  undergoing 
sterilization  be  given  a  written  consent  form.    Prior  to  this  requirement,  some  women, 
particularly  low-income  women,  and  women  of  color,  were  manipulated  into  undergoing 
sterilizations  that  they  didn't  want,  or  didn't  understand  would  be  permanent. 

The  current  situation  with  Norplant  is  similar  to  sterilization  abuse  before  federal  consent 
forms  were  mandated.    Because  of  the  outrageously  high  price  charged  by  wyeth-Ayerst, 
Norplant  is  primarily  being  used  by  low-income  women,  many  of  ihem  women  of  color.    If 
women  aren't  given  adequate  information  about  Norplant,  and  then  can't  get  it  removed 
when  they  want  to  stop  asing  it,  they  are  being  manipulated  by  birth  control,  not  set  free  by 
it. 

The  current  situation  with  Norplant  is  unacceptable.    Many  women  who  want  it  can't  afford 
it.   Other  women  who  want  to  stop  using  it  can't  afford  to  have  it  taken  out.   And, 
tragically,  some  of  the  women  who  want  it  out  weren't  given  enough  information  to  know 
what  to  expect  in  the  first  place.    Lowering  the  price  of  Norplant  will  help.   And  ensuring 
that  women  who  use  federally  funded  programs  are  fully  informed  will  also  help. 
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1.  Rationale 

This  report  was  developed  to  present  the  deep  concerns  of  the  Native  American 
Women's  Health  Education  Resource  Center  (NAWHERC)  staff  and  other  health 
advocates.  After  extensive  research  into  the  subject  matter,  we  believe  that  the 
current  system  employed  to  distribute  Norplant  and  Depo-Provera  by  the  Indian 
Health  Services  (IHS)  may  lead  the  unknowing  or  the  unscrupulous  to  inflict  great 
damage  on  Native  American  and  Alaskan  people.  The  context  in  which  the  report 
is  framed  comes  from  considerable  apprehension  about  the  distribution  of  Depo- 
Provera  and  Norplant  to  Native  American  and  Alaskan  women,  given  the  history 
of  the  drugs  and  of  the  IHS. 

The  objective  of  this  report  is  to  collate  information  on  a  system  which  holds 
the  healthy  future  of  an  entire  people  in  its  hands.  The  safety  and  health  of  Native 
American  and  Alaskan  women  is  of  paramount  importance;  one  mistake,  one  case 
of  laxity  or  carelessness,  one  example  of  compromised  trust  on  the  consumer's 
part,  is  one  too  many. 
The  principal  issues  which  concerned  the  staff  were  whether  or  not: 

•  the  procedures  and  policy  of  the  IHS,  if  any,  were  being 
applied  effectively  and  competently  on  a  service  unit  level. 

•  the  procedures  established  in  the  service  units  protected  the  health  and 
safety  of  the  client  population  . 

•  complete  and  accurate  counseling  of  clients  as  to  the  nature  and  effect  of 
the  devices  on  health,  life-style  and  contraceptive  capability  was  being 
given. 

•  the  nature  and  intent  of  the  informed  consent  forms,  protocol 
and  tracking  systems  used  by  health  care-providers,  insured  the 
enactment  of  the  above. 

Our  concerns  arise  from  the  conviction  that  without  consistent  and  accurate 
information  and  regulation  of  Norplant  and  Depo-Provera,  history  may  tragically 
repeat  itself.    In  spite  of  the  best  intentions  of  many  IHS  staff,  there  is  a  potential 
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for  misuse  if  these  drugs  are  not  recognized  for  what  they  are  to  some:   a 
dangerous  gamble  for  many  Native  women  on  a  personal  and  racial  level. 

The  structure  of  the  IHS  allows  for  autonomy  in  service  area  units  under  a 
general  medical  recommendation  set  by  the  senior  clinician.  However,  whether 
this  policy  of  autonomy  is  adopted,  or  considered,  or  is  even  conceived  with  the 
client  population's  ethical,  legal  and  medical  rights  in  mind,  is  our  concern. 
Without  a  nationally  enforced  informed  consent  protocol,  carefully  researched 
procedural  guidelines  and  efficient  tracking  systems  to  prevent  the  opportunity 
for  abuse,  the  reproductive  choices  Norplant  and  Depo-Provera  offer  become 
null  and  void;  deliberate  or  unintentional  misuse  has  the  same  results. 

Our  report  is  a  constructive  effort  to  ascertain  the  accountability  procedures  of 
the  IHS  with  regard  to  Norplant  and  Depo-Provera;  it  is  not  intended  as  a  witch- 
hunt. It  was  created  with  the  interests  of  the  Native  American  and  Alaskan 
women  at  heart.  In  this  respect,  the  concerns  of  many  IHS  staff  and  ourselves  are 
not  dissimilar.  Indeed,  we  gratefully  acknowledge  those  IHS  staff  who 
contributed  their  time  and  expertise  in  helping  with  the  report's  compilation. 
Their  genuine  efforts  to  provide  better  health  care  for  Native  peoples  does  not  go 
unnoticed.  When  controversial  drugs  are  combined  with  a  precedent  for 
reproductive  rights  abuse  by  the  administering  agency,  the  concerns  of  health 
advocates  everywhere  become  evident  and  must  be  explored. 
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2.  Introduction 

Prior  to  their  approval  for  contraceptive  use  by  the  Food  and  Drug 
Administration  (FDA)  in  1990  and  1992  respectively,  Norplant  and  Depo- 
Provera  had  been  the  focus  of  much  controversy.  The  seeming  simplicity  of  the 
methods  and  their  "reversibility"  lead  many  to  proclaim  Norplant  and  Depo- 
Provera  to  be  not  only  the  newest  choices  in  the  reproductive  arena,  but  perhaps 
the  cure  for  many  social  ills.  Instead  of  simply  being  new  contraceptive  options, 
Depo-Provera  and  Norplant  became  instruments  in  the  "war  on  poverty".  One 
editorial  from  Philadelphia  pondered  "  Poverty  and  Norplant:  Can  contraception 
reduce  the  underclass?"  just  one  day  after  its  FDA  approval  (Philadelphia 
Inquirer  1992).  The  battle  for  population  control,  as  opposed  to  fertility 
management,  brought  many  heated  issues  to  the  surface.       ---..o  .-m':  -ni   ..• 

Not  surprisingly,  owing  to  both  the  common,  non-life  threatening  side  effects, 
as  well  as  rarer  but  increasingly  dangerous  side  effects,  public,  provider  and 
consumer  reactions  to  Norplant  and  Dejjo-Provera  have  been  varied: 

"  I  am  personally  delighted  that  there  is  another  method  of  effective 
contraception  now  available  for  those  Indian  and  Alaska  Native  women 
who  wish  to  benefit  from  its  ease  of  use  and  efficacy"  (Haffner  1993a). 

"  'I  have  this  lingering  fear  that  I  can't  justify  intellectually,  that  what  if  I 
put  these  things  in  all  these  people  and  feel  that  they're  great  and  really  buy 
into  this  concept  and  then  find  out  in  10  years  that  f)eople  are  developing 
immune  related  disorders  or  something.'  -  health  care  provider  " 
,     (Pies  1993). 

'If  they  are  going  to  let  welfare  people  have  it  for  free,  something  got  to 
be  wrong  with  it'  -  consumer"  (Pies  1993) 

Additionally,  the  provider-controlled  nature  of  both  methods  raise  concerns 
about  the  potential  for  abuse  of  the  contraceptives.  Many  incidences  of  coercion 
and  criminal  negligence  were  reported  by  health  care  advocates  in  the  Developing 
World,  where  most  of  the  testing  was  done.  Testing  in  Brazil  for  Norplant  is  a 
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case  in  point  (see  Appendix  A). 

The  experimentation  procedures  used  in  Brazil  are  not  atypical;  testing  drugs 
and  other  medical  devices  illegally  or  unethically  in  Developing  Countries  on 
poor  women  and  women  of  color  is  an  all  too  familiar  story.  The  oppression  of 
women  through  ciassist  reproductive  policies  is  not  a  new  story  either.  The 
repercussions  of  the  Brazilian  tests,  and  lack  of  thought  for  the  future,  provide 
health  care  advocates  with  ample  evidence  of  what  can  go  wrong,  and  reasons  to 
take  an  active  part  in  the  distribution  of  "high  technology"  contraceptive  methods. 
Depo-Provera  has  an  equally  infamous  history. 

In  addition  to  the  deep  concerns  of  interest  groups,  the  intense  media  focus  on, 
and  political  interest  in,  Norplant  and  Depo-Provera  have  raised  many  issues 
about  the  link  between  poverty  and  reproductive  rights.  For  example,  former 
Grand  Wizard  of  the  Klu  Klux  Klan,  David  Duke,  now  a  member  of  the 
Louisiana  legislature,  introduced  a  bill  which  would  pay  "  a  cash  bounty  to  any 
poor  woman  who  would  accept  Norplant  along  with  her  welfare  payments,"  an 
early  example  of  a  trend  increasingly  seen  in  political  forums  nationwide  (Pies 
1993).  As  a  result,  despite  FDA  approval,  the  feelings  about  the  drugs  remain 
mixed: 

"It  took  24  years  to  develop,  test  and  approve  an  implantable  device  that 
can  prevent  pregnancy  for  as  long  as  five  years.  It  took  less  than  two  weeks 
for  Norplant  to  be  billed  as  a  new  method  of  coercion.  ...  Norplant  has 
been  most  publicly  and  ardently  taken  up  by  those  who  want  to  cap  social 
problems  by  getting  a  lock  on  the  womb  "(Goodman,  E.  1991). 

"  The  National  Women's  Health  Network  is  opposed  to  the  approval  of 
Depo-Provera  for  contraceptive  use.  DepxD-Provera  is  a  questionable  drug 
contained  within  a  problematic  delivery  system  "  (NWHN  1992). 

In  this  atmosphere,  the  Indian  Health  Services  (IHS)  approved  the  use  of  Norplant 
and  Depo-Provera  for  Native  American  and  Alaskan  women.  The  following 
report  is  an  assessment  of  the  procedural  approaches  and  guidelines  employed  by 
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various  IHS  providers,  and  suggestions  which  may  improve  the  current  use  and 
distribution  systems  of  Norplant  and  Dejxj-Provera  as  contraceptive  instruments. 

3.  Background  Information: 

a.    Depo-Provera 

Used  by  at  least  3.5  million  women  world-wide,  Depo-Provera  is  a  long- 
lasting  injectable  contraceptive  made  by  the  Upjohn  Company;  the  tablet  form  of 
the  drug  is  called  depo.  Effective  for  3  to  6  months,  an  injection  of  depot 
medroxyprogesterone  acetate  intramuscularly  prevents  pregnancy  in  99.7%  of 
users.  The  hormone  is  entirely  synthetic,  and  works  by  stopping  the  production 
of  both  progesterene  and  estrogen.  This  in  turn  inhibits  ovulation  and  prevents 
the  lining  of  the  uterus  from  being  prepared  to  accept  the  fertilized  egg.  A  mucus 
plug  caused  by  the  drug,  may  also  form  in  the  cervix,  preventing  the  contact  of 
sperm  and  ovum. 

The  effects  of  Depo-Provera  take  as  long  as  ten  months  to  wear  off,  after 
which  the  user  will  usually  be  fertile  again.  Studies  show  that  the  time  for 
fertility  to  return  is  between  4  and  31  months  (  The  Upjohn  Company  1992).  It 
must  be  remembered  however,  that  the  contraceptive  effects  of  the  drug  cannot 
be  relied  upon  if  the  drug  is  not  injected  at  quarterly  intervals.  More  importantly, 
if  the  drug  promotes  a  harmful  side  effect,  or  a  previously  undiagnosed  and 
contraindicated  condition  occurs,  then  there  is  no  way  to  counteract  the  drug.  It 
cannot  be  "undone"  once  an  injection  is  given. 

As  a  progestin-only  contraceptive,  Etepo-Provera  is  indicated  for  women  who 
have  estrogen-related  complications  or  are  at  risk  from  cardiovascular  problems. 
The  drug's  non-contraceptive  effects  include  anemia  prevention  and  reduction  of 
dysmenorrhea  (cramps)  because  the  drug  reduces  blood  loss,  making  it  useful  for 
women  with  endometriosis  (Kauntiz  1992).  Although  developed  during  the 
1950's,  Depo-Provera  was  initially  denied  approval  by  FDA  until  1967  when  it 
was  given  as  a  treatment  for  endometriosis  and  spontaneous  abortion.  Depo- 
Provera  was  later  approved  as  an  adjunctive  form  of  therapy  for  clients  with 
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endometrial  cancer  in  1972  and  for  renal  cancer  in  1978  (Oversight  1987). 

Contraindicated  conditions  include  the  following:  acute  liver  disease,  blood 
clots  in  the  legs,  lungs  or  eyes,  current  unexplained  vaginal  bleeding  and  breast 
cancer.  The  difficulties  related  to  the  drug  are  not  limited  to  its  side  effects,  these 
difficulties  include  the  following:  weight  gain  or  loss,  irregular  or  heavy 
menstrual  periods,  decreased  sex  drive,  depression,  headache,  and  nervousness. 
Additionally,  this  contraceptive  offers  no  protection  from  sexually  transmitted 
diseases  (STDs). 

The  association  between  Depo-Provera  and  cancer  has  always  raised  concerns 
with  health  advocates,  simply  because  not  enough  is  known  about  the  full  effects 
of  the  drug,  on  a  large  number  of  clients  over  a  long  period  of  time.  Breast 
cancer,  which  has  been  on  the  rise  in  recent  years  in  young  American  women, 
formed  the  focus  of  attention  in  the  pre-approval  hearing  in  1992.  Three  case 
controlled  studies  of  Depo-Provera  use  and  breast  cancer  in  women  have  shown 
an  increased  risk  for  at  least  some  women  (NWHN  1992).  The  most  recent  study 
conducted  by  the  World  Health  Organization  (WHO  1991)  found  that  in  the  first 
four  years  after  Depo-Provera's  initial  use,  the  risk  of  cancer  doubled. 

The  original  test  on  beagle  bitches  to  study  the  relationship  between  Depo- 
Provera  and  breast  cancer,  aroused  much  argument  in  the  scientific  community 
about  the  animals'  suitability  as  test  subjects  because  they  were  considered  "overly 
sensitive  to  artificial  progesterones".  As  a  result  of  the  findings,  Promone,  a 
veterinary  drug  containing  medroxyprogesterone  acetate  was  removed  from  the 
market  by  Upjohn  .  However,  the  company  continued  to  push  for  FDA  approval 
of  drugs  containing  medroxyprogesterone  acetate  for  human  use  (Goodman,  A. 
1985)  (italics  author's). 

Other  studies  have  shown  a  link  between  the  loss  of  bone  mass  by  Depo- 
Provera  users,  resulting  in  a    potential  increase  in  oesteoporosis  amongst  younger 

women: 

"  Use  of  Depo-Provera  may  be  considered  among  the  risk  factors  for 
development  of  oesteoporosis.  The  rate  of  bone  loss  is  greatest  in  the  early 
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years  of  use  and  then  subsequently  approaches  the  normal  rate  of  age 
related  fall"  (The  Upjohn  Company  1992). 

Testing  for  safety  on  human  subjects,  in  relation  to  the  effects  of  the  drug  on 
breast-fed  children,  have  not  been  comprehensive  enough  for  many  health 
advocates,  and  neither  have  studies  conducted  on  the  link  between  the  drug  and 
birth  defects.  Studies  have  shown  "a  significant  increase  in  incidence  in 
polysyndactyly  and  chromosomal  anomalies  was  observed  among  infants  of 
DEPO-PROVERA  users,  the  former  being  most  pronounced  in  women  under  30 
years  of  age  "  (The  Upjohn  Company  1992). 

Subsequently,  if  a  client  is  given  Depo-Provera  and  becomes  pregnant,  or 
becomes  pregnant  soon  after  discontinuing  the  drug  and  still  has  a  non- 
contraceptive  level  of  the  drug  in  her  body  (all  rare  occurrences),  then  "there  are 
strong  reasons  to  have  an  abortion  or  otherwise  risk  the  birth  of  an  infant  with 
serious  anomalies"  (Richwald  1987). 

The  adverse  impact  of  Depo-Provera  on  cholesterol  and  triglycerides  requires 
further  research.  Although  no  controlled  studies  have  been  done  indicating  the 
degree  of  change  in  lipid  levels  and  no  data  exist  comparing  lipid  changes  of 
Depo-Provera  users  with  users  of  oral  contraceptives,  as  with  other  hormonal 
contraceptives,  "Depo-Provera  may  cause  a  reduction  in  beneficial  high-density 
lipoprotein  (HDL)  cholesterol  levels,  with  such  decreases  being  associated  with  an 
"increased  risk  of  atherosclerosis. .stroke,  heart  attack  and  other  circulatory 
disorders"  (Speroff  1989;  Goodman,  A.  1985).  Given  the  propensity  for  heart 
disease  and  high  cholesterol  among  Native  American  women,  this  effect  needs 
serious  investigation  in  this  community. 

Depo-Provera  is  easily  administered,  and  impossible  to  counteract  once  in  the 
system.  In  short,  many  opponents  of  the  drug  feel  the  FDA  approval  in  1990  was 
premature  and  ill  advised: 

"Never  has  a  drug  whose  target  population  is  entirely  healthy  people  been 
shown  to  be  so  pervasively  carcinogenic  in  animals  as  has  Depo-Provera" 
(FDA  Public  Board  of  Inquiry    1982). 
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b.    Norplant 

Developed  by  the  Population  Council,  Norplant  is  registered  in  26  countries 
around  the  world  and  has  been  produced  by  Leiras  Pharmaceuticals  of  Finland 
since  1983.  The  Population  Council,  an  organization  which  "  conducts  social  and 
health  science  research  relevant  to  developing  countries  and  biomedical  research 
to  develop  and  improve  contraceptive  technology,"  pursued  the  development  of  a 
long  term  reversible  contraceptive  for  underdeveloped  and  developing  countries 
(Harden    1993). 

Norplant  was  first  approved  by  the  FDA  for  use  in  the  United  States  in 
November  1990,  and  is  manufactured  in  the  U.S.  by  Wyeth-Ayerst.  Consisting  of 
six  silicone-coated  rods,  each  containing  36  mg  of  the  progression 
levonorgesterel,  Norplant  is  a  sub-dermal  implant  system.  It  is  a  reversible  long 
acting,  low-dose  method  of  contraception. 

The  most  common  site  of  insertion  is  the  non-dominant  upper,  inside  arm, 
although  the  upper  leg  and  forearm  may  be  used.  The  insertion  takes  between 
five  and  ten  minutes,  although  the  complete  procedure  may  take  fifteen  minutes 
or  more  since  a  local  anaesthetic  is  used.  The  removal  process  takes  at  least  thirty 
minutes,  and  if  during  this  time  the  consumer  wishes  to  renew  the  method,  the 
new  rods  may  be  inserted  into  the  old  site.  Norplant  provides  contraceptive 
protection  24  hours  after  the  insertion.  The  rods  must  be  removed  within  the  five 
year  time-span. 

Norplant  prevents  conception  in  several  ways.  As  a  progestin-only  device  like 
Depo-Provera,  it  suppresses  ovulation  and  thickens  the  cervical  mucus  so  that  it  is 
impervious  to  sf>erm.  The  overall  cumulative  pregnancy  rate  is  3.9  per  100  users. 
Thus,  during  the  device's  five  year  period  of  effectiveness,  "  around  four  out  of 
every  100  users  are  likely  to  become  pregnant  "  (WHO  1990).  The  greater  a 
women's  weight,  the  greater  the  chance  of  pregnancy.  The  cumulative  pregnancy 
rate  for  women  weighing  over  70  kg  (ISOlbs)  is  8.5  per  100  (WHO  1990). 
Studies  by  the  Population  Council  (1990)  show  the  rates  for  pregnancy  after 
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Norplant  removal  is  similar  to  women  using  no  contraceptive  at  all. 

The  contraindications  for  Norplant  include  cardio-vascular  disorders,  abnormal 
vaginal  bleeding  without  a  known  cause,  benign  or  malignant  liver  tumors,  and 
known  or  suspected  breast  cancer.  The  WHO  recently  published  guidelines 
warning  that  Norplant  users  who  have  conditions  such  as  diabetes,  anemia,  or 
high  blood  pressure  should  receive  regular  medical  check-ups  (WHO  1990). 
Additionally,  Norplant  is  not  recommended  for  women  with  a  history  or  current 
diagnosis  of  the  following:  heavy  cigarette  smoking  (15+  daily)  in  women  over 
35  years;  incidence  of  ectopic  pregnancy;  diabetes  mellitus;  hypercholesterolemia; 
severe  acne;  hypertension;  gall  bladder  disease;  severe  vascular  or  migraine 
headaches;  severe  depression;  immunocompromized  chronic  disease;  and 
concomitant  use  of  medication  that  induce  microsomal  liver  enzymes 
(Kauffman  1993). 

Lactating  women  should  not  consider  Norplant  their  first  choice  in 
contraceptive,  as  levonorgestrel  has  been  detected  in  breast  milk.  Studies  have 
shown  no  significant  side  effects  from  levonorgestrel  on  the  growth  or  health  of 
infants  who  are  being  breast  feed  beginning  six  weeks  after  birth,  but  no  similar 
data  exists  on  the  use  of  Norplant  during  the  six  weeks  immediately  after  birth 
(Population  Council  1990)  (italics  authors).  These  studies  have  not  assessed  this 
feature,  nor  the  long-term  effects  of  exposure  to  progestins  in  infancy.  This 
presents  concerns  since  the  device  is  often  provided  to  breast-feeding  mothers  in 
developing  countries,  despite  the  Population  Council's  warning  to  the  contary. 

The  most  common  side  effect  of  Norplant  is  irregular  menstrual  bleeding.  The 
information  booklet  distributed  by  Wyeth-Ayerst  states  that  menstrual 
irregularities  vary  from  woman  to  woman  and  include:  "prolonged  bleeding 
(more  days  than  you  usually  experience),  commonly  during  the  first  months  of 
use,  untimely  bleeding  or  spotting  between  periods,  no  bleeding  at  all  for  several 
months;  or  a  combination  of  these  patterns  "  (Wyeth-Ayerst  1992).  These 
conditions  can  continue  well  past  the  first  few  months  of  use,  and  although 
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bleeding  problems  occur  much  less  frequently  after  the  second  year,  they  can 
occur  at  any  time. 

Bleeding  is  viewed  by  many  health  care  providers  as  a  nuisance,  as  something 
to  be  tolerated,  but  by  whose  standards  is  "normal  bleeding  "  judged?  Who 
governs  what  is  "tolerable"?  Some  Norplant  users  reported  bleeding  for  twenty 
days  per  month,  while  others  didn't  menstruate  at  all  for  five  years,  and  then 
twice  per  month  after  that  time  (Garcia  1991).  Another  difficulty  with  irregular 
bleeding  is  that  it  can  be  an  early  symptom  of  endometrial  and  cervical  cancer.  If 
this  symptom  is  "  treated  whimsically,  and  attributed  solely  to  NORPLANT, 
there  is  a  risk  of  missed  or  delayed  diagnosis  of  much  more  serious  conditions" 
(N'BWHP  1993). 

Important  issues  which  also  must  be  addressed  are  the  social  and  cultural 
consequences  of  the  menstrual  upheavals  caused  by  Norplant  and  Depo-Provera. 
The  significance  of  menstruation  in  traditional  Native  American  culture  is  one 
many  culturally-insensitive  health  providers  overlook.  For  Native  American 
women,  the  bleeding  restricts  their  daily  lives  and  prohibits  them  from 
participation  in  traditional  and  religious  activities: 

"  They  do  not  attend  Sundances,  sweats,  or  other  spiritual  ceremonies  or 
go  any  place  where  the  pipe  is  used  or  to  meetings  of  the  Native  American 
church.  They  also  refrain  from  sexual  activity.  Ironically,  the  primary 
purpose  of  contraception  -  the  ability  to  be  sexually  active  without  fear  of 
pregnancy    -  then  becomes  a  moot  point"  (Lewry  1991). 

Indeed,  the  presence  or  absence  of  menstruation  affects  a  wide  range  of  activities 
such  as  cooking  procedures;  sexual  interactions;  and  religious  practices  in  a 
number  of  cultures  worid-wide  (Buckley,  et  al.  1988;  WHO  1981:  DelVecchio 
Good  1977). 

Norplant,  and  to  a  lesser  extent  Depo-Provera,  do  offer  alternative 
contraceptive  choices  to  Native  women  who  are  physically  and  mentally  suited  to 
them.  The  issue  that  requires  consideration  is  a  woman's  right  to  objective  and 
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balanced  information.  Being  fully  informed  about  the  methods,  side  effects  and 
complications  is  a  right  that  must  be  guaranteed  before  use. 

4.  IHS  Reproductive  Rights  Abuse: 

a.    Sterilization 

The  IHS  has  a  deplorable  record  when  it  comes  to  Native  American 
reproductive  rights;  the  sterilization  abuse  of  the  1970's  is  a  shocking  point  in 
case.  Dr.  Connie  Uri  reported  to  Senator  James  Abourezk  (D-South  Dakota  )  an 
alarming  number  of  young  healthy  women  were  being  sterilized  on  reservations. 
She  had  discovered  that  25,000  Indian  women  had  been  sterilized  at  IHS  facilities 
in  1975  alone  (Prout  1978)  and  that  communities  were  being  denuded  of  fertile 
women.  On  the  basis  of  this  information,  a  GAO  investigation  was  launched;  the 
data  collected  from  1973-1976  in  four  IHS  areas  (Aberdeen,  Albuquerque,  OK. 
and  Phoenix)  showed  that  women  had  been  coerced,  through  misinformation  or 
threats,  to  undergo  unnecessary  and  permanent  sterilization.  Unofficial  reports 
stated  that  entire  communities  no  longer  had  any  fecund  women  due  to  this 
practice. 

Subsequent  investigations  brought  out  many  examples  of  Indian  women  "  who 
had  been  sterilized  unknowingly,  unwittingly,  or  on  the  basis  of  misinformation" 
(Prout  1978).  One  healthy  young  women,  still  dazed  from  drugs,  was  sterilized 
right  after  childbirth.  Her  mother,  informed  her  daughter  would  die  if  she 
attempted  to  bear  more  children  and  herself  sterilized  on  a  similar  pretext,  signed 
the  consent  forms  for  the  operation  (Prout  1978).  Ironically,  legitimate 
sterilization  is  now  an  option  denied  many  women  since  the  treatment  is  not 
considered  a  priority  medical  service  due  to  budget  constraints  (Kauffman  1993). 

b.  Depo-Provera 

The  IHS  instituted  its  procedures  specific  to  Depo-Provera  only  after  "  news 
journalists  began  a  campaign  insinuating  that  it  was  being  illegally  used  as  a 
contraceptive  on  Indian  women  without  their  knowledge"  (Kauffman    1993). 
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Additionally,  profoundly  retarded  Indian  women  in  Arizona,  New  Mexico,  Utah, 
Nevada  ,  Oklahoma  and  southern  California  were  injected  by  IHS  doctors  with 
Depo-Provera  "as  a  contraceptive  or  to  eliminate  menstruation,  thereby 
improving  hygiene  and  making  life  more  convenient  for  their  custodians" 
(Masterson  1986).  At  a  Navajo  Reservation  facility  on  Tohatchi,  NM,  Depo- 
Provera  was  used  "  for  at  least  two  years  without  a  written  consent  form 
pertaining  to  the  drug,  IHS  documents  show"  (Masterson  1986). 

Upjohn  itself  cautions  against  the  use  of  the  drug  in  such  cases  and  furthermore 
"  the  complete  elimination  of  menstruation  occurs  only  in  somewhat  more  than 
fifty  percent  of  cases,  without  anyway  of  predicting  who  will  not  stop 
menstruating  "  (Swenson  1987).  In  the  remaining  cases,  the  women  "experience 
such  a  chaotic,  excessive  and  unpredictable  menstrual  pattern"  that  the  idea  of 
reduced  staff  attention  becomes  speculative  (Swenson  1987).  It  is  little  wonder 
with  this  record  that  many  Native  women  view  reproductive  rights  as  being 
tantamount  to  racial  survival. 

5.     Indian  Health  Service: 

a.  Current  Reproductive  Policy 

"IHS  will  neither  promote  nor  discourage  sterility  or  fertility  of  the 
population  it  serves.  Its  overall  policy  is  geared  to  the  enhancement  of  life 
through  assuring  the  availability  of  legally,  ethically  and  medically 
acceptable  information  and  services  that  afford  families  and  individuals  the 
opportunity  to  assure  that  each  child  is  a  wanted  one.  In  addition,  before 
discharge  following  delivery  the  mother  will  be  offered  an  opportunity  for 
counseling,  guidance  and/or  services  for  family  planning" 
(  IHS  Manual  1993). 

This  policy  statement  governs  the  reproductive  activities  of  the  IHS.  It  is  IHS 

policy  to  make  available  all  FDA  approved  contraceptives,     with  the  choice  of 

method  selected  by  the  client  being  guided   by  the  medical  judgment  of  the 

provider.  .An  adequate  follow-up  is  required  to  respond  to  any  side-effects  or 

concerns  of  the  client.  Moreover,  the  client's  health  record  should  document  that 
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appropriate  counseling  was  provided. 

Regulation  and  distribution  of  contraceptive  devices  are  on  the  initiative  of  the 

health  care  provider.  As  Federal  employees,  IHS  staff  are  required  to  adhere  to 
FDA  regulations  as  well.  A  written  request  by  this  author  for  FDA  regulations 
regarding  the  use  of  Norplant  and  Depo-Provera  through  the  Freedom  of 
Information  Act,  revealed  the  following: 

"  A  search  of  the  records  of  the  Center  for  Drug  Evaluation  and  Research 
did  not  locate  any  documents  responsive  to  your  request  " 
(  Hooton  1993). 

Furthermore,  any  recommendations  instituted  by  the  senior  clinician  are 
applicable  to  Service  Unit  policy  (Smith  1993).  These  instructions  are  given 
through  lectures,  and  not  in  any  concrete  written  form.  Dr.  H.J.  Haffner,  Senior 
Clinician  for  Ob./Gyn.  for  the  IHS,  said  his  role  was  to  oversee  that  the  drugs 
were  used  in  a  sanctioned  medical  manner.  The  emphasis  of  his  guidelines  was  on 
the  importance  of  patient  selection  and  proper  counseling. 

The  adoption  of  the  devices  by  the  IHS  was  a  policy  decision  made  by  the 
Administration  of  the  IHS,  as  was  the  reason  for  the  discontinuation  of  the  Depo- 
Provera  registry  once  the  drug  was  approved  for  contraceptive  use.  Haffner  said 
that  Depo-Provera  and  Norplant,  once  approved  by  the  FDA,  were  regarded  by 
the  IHS  in  the  same  light  as  any  other  contraceptive  devices,  which  do  not  require 
any  tracking  system  or  special  considerations.  Since  these  devices  did  not  need  to 
be  tracked,  he  believed  the  removal  of  Norplant  or  continuation  of  the  Dep>o- 
Provera  shots  was  "the  mutual  responsibility"  of  women  and  their  health  care 
providers  (Haffner  1993b). 

The  IHS  guidelines  for  the  use  of  Norplant  and  Depo-Provera  are  based  on 
verbal  instructions,  memos  from  Service  Area  Coordinators,  the  FDA  regulations 
and  the  material  contained  in  the  information  packets  which  accompany  the 
drugs.  These  elements  are  used  in  conjunction  with  the  health  care  provider's 

professional  judgment.  Currently,  these  measures  are  deemed  adequate  to  ensure 
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the  health  and  safety  of  the  client  population.    Are  they  truly  adequate? 

b.  Service   Area   Structure 

All  IHS  areas  have  a  designated  Area  Program  Maternal  Child  Health  (MCH) 
Chief  who  is  responsible  for  the  development  of  IHS  family  planning  policy  based 
programs  and  recommendations.  Also,  each  service  unit  has  a  designated  Service 
Unit  MCH  Co-coordinator  whose  task  is  to  develop  and  carry  out  the  Service 
Unit  programs  and  family  planning  policies  as  defined  by  the  IHS  Manual  3- 
I3.1E3  (  Kauffman  1993). 

The  system  is  decentralized  with  each  unit  controlling  the  nature  and  effect  of 
the  family  planning  programs  it  creates.  This  includes  the  range  of  contraceptives 
available,  the  type  of  training  provided  and  any  protocols,  procedures  and 
tracking  systems  required.  The  realities  of  economics  mean  that  not  all  service 
units  can  even  provide  Depo-Provera  and  Norplant;  as  with  other  Ob./Gyn. 
services,  they  must  contract  this  service  out. 

c.  Inconsistencies   in    policy 

When  compared  with  the  regulations  controlling  sterilization,  the  IHS  handling 

of  Depo-Provera  and  Norplant  is  inattentive.  For  example,  the  central  agency  in 

Rockville  has  no  national  tracking  system  for  Norplant  or  Depo-Provera.  As  of 

May  26,  1993,  there  were  no  national  statistics  on  the  number  of  devices  in  place, 

or  the  number  of  shots  given.  Even  though  the  methods  have  been  used  by  the 

IHS  since  FDA  approval,  collection  of  this  data  is  no  longer  considered  necessary 

for  the  reasons  stated  previously    (Smith,  1993). 

Until  the  Depo-Provera  clinical  guidelines  were  revoked  on  February  22,  1993, 

each  service  unit  pharmacy  had  to  collect  and  maintain  a  register  of  all  clients 

receiving  the  drug.  The  IHS  manual  stated  emphatically  that  if  the  Depo-Provera 

:  was  to  be  used  for  therapeutic  or  prophylactic  purposes,  a  consultation  with  an 

Ob./Gyn.   was  mandatory  and  the  register  was  to  also  contain  the  dates  of 

initiation  and  cessation  of  use.  The  procedure  also  required  that  an  informed 
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consent  form  was  to  be  obtained  from  the  client,  parent  or  guardian  (Kauffman 
1993).  No  such  nation-wide  requirements  have  ever  exists  for  Norplant,  and  the 
lack  of  a  national  database  for  Depo-Provera  suggests  the  registry,  so  recently 
ended,  was  less  than  comprehensive. 

Subsequently,  it  is  impossible  to  know  the  number  of  Native  American  women 
who  use  these  provider  dependant  and  far  from  "  out  of  sight,  out  of  mind" 
methods. 

Conversely,  sterilization  procedures  conducted  by  the  IHS  must  meet  "  both  a) 
the  standards  set  forth  in  Sub-section  F  of  Section  3-13.12  if  the  IHS  Manual  and 
b)  regulatory  policy  and  legal  requirements  for  informed  consent  and 
performance  of  sterilization  procedures  (Federal  Register  42  CFR,  Parts  50  and 
441,  Sterilization  and  Abortions,  November  8,  1978)"  (Milligan  1993). 
Additionally,  the  Area/Program  Director  had  to  dispatch  all  data  and  statistics  to 
Headquarters  on  time. 

Since  the  responsible  practice  of  maintaining  strict  guidelines  for  a  IHS 
procedure  has  a  precedent,  the  question  remains:  why  aren't  Norplant  and  Depo- 
Provera  controlled  in  a  similar  manner  to  sterilization?  Are  they  any  less 
permanent,  given  their  dependence  on  the  provider?  Once  initiated,  both  methods 
of  contraception  require  either  time  to  wear  off,  or  a  trained  provider  to  remove. 

As  has  been  illustrated  by  the  history  of  DES,  the  Dalkon  Shield,  silicon  breast 
implants  etc.,  an  FDA  approval  is  not  infallible.  Why  were  the  contraceptive 
techniques  released  for  use  by  the  IHS  before  the  protocols  had  been  initiated  on  a 
national  level?  Is  an  FDA  approval  equated  with  the  complete  safety  of  a  drug? 
Does  it  immediately  lay  all  doubts  to  rest?  An  FDA  approval  may  absolve  a 
provider  legally  and  medically,  but  can  it  guarantee  an  ethical  application?  Does 
FDA  approval  separate  the  hierarchy  of  the  IHS  from  the  actions  of  the  service 
units?  Is  the  current  system  systematic  enough  ?  How  does  this  lack  of 
infrastructure  affect  the  individual  service  area  units? 
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6.   Analysis  of  Questionnaire  Replies. 

It  is  essential  to  remember  when  reviewing  these  results  that  they  do  not  reflect 
practices  in  every  IHS  service  unit.  However,  they  do  represent  current  IHS 
trends.  The  questionnaires  (see  Appendix  B)  were  sent  to  the  MCHs  or  Ob./Gyn. 
supervisors  of  service  area  units  in  the  Aberdeen.  Phoenix,  Albuquerque,  Navajo 
and  Alaska  regions.  There  were  thirteen  replies  to  the  Depo-Provera 
questionnaire  and  fourteen  to  the  Norplant  questionnaire. 

The  results  demonstrated  that  there  is  little  uniformity  in  many  areas  pertaining 
to  the  use  and  distribution  of  Norplant  and  Depo-Provera;  in  the  counseling 
procedure,  in  the  record  keeping  system,  in  provider  tracking,  or  in  availability 
of  the  methods. 

Three  service  units  use  only  Depo-Provera,  three  use  only  Norplant,  four  use 
both  and  four  used  neither  method.  The  reasons  given  for  non-use  were  a  lack  of 
funds  (Norplant  costs  about  $365  per  kit  and  Depo-Provera  about  $30  per  shot), 
the  contracting  out  of  obstetric  and  gynecological  service  and  the  belief  the  drugs 
were  wrong  for  the  client  population: 

"3/4/93  Norplant  was  reviewed  @  the  last  P/T 
(pharmacy/therapeutic)committee.  Elected  not  to  use  here 
because  of  the  cost  and  many  side  effects" 

(Trenton  IHS  1993). 

Smaller  units,  like  those  in  Alaska,  provided  only  basic  medical  care: 

"  Our  clinics  are  rural  outreach  clinics  using  Community 
Health  Aides  who  have  a  total  of  16  weeks  of  training  to 
provide  primary  health  care  -  these  services  are  limited" 
(Copper  River  Native  Association  1993) 

Of  the  units  which  could  supply  Norplant,  70%  had  an  adequate  number  of  kits  to 
meet  the  demand,  while  the  remaining  30%  had  insufficient  funds  to  provide  the 
service.  Accessibility  to   providers  trained   in  the  use  of  Norplant  meant  the 
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services  could  not  be  provided  regularly.  Invariably,  these  units  contracted  out 
Norplant  requests: 

"No  OB.  service  is  provided  at  this  facility.  Majority  of 
contraceptive  care  continued  as  part  of  OB.  contract  services" 
(  Sisseton  IHS  1993). 

The  quality  of  records  on  Depo-Provera  and  Norplant  varied  among  some 

service  units.  Some  were  very  limited,  for  example; 

"-  the   number   of  women   who   have  sought  Depo- 
Provera  at  your  service  unit:     Unknown 
the   number  of  women   who  have  received  Depo- 
Provera:  200+  "    (  Anchorage  IHS  1993). 

while  others  were  comprehensive; 

"     -  the  number  of  women  who  have  received 
Norplant:  88 

-  the  number  of  requests  for  early  removal:  12 

-  the  number  of  early  removals;   12 

1.  prolonged  bleeding 

2.  acne 

3.  wt.  (weight)  gain 

4.  personality  change  (2) 

5.  hair  loss  (2) 

6.  headache 

7.  irregular  bleeding.... 

Since  we  are  not  following  a  research  protocol,  we  are  not 
keeping  records  of  side  effects  and  reasons  for  removal. 
Individual  pt.  (patient)  records  would  contain  this  information, 
but  we  cannot  access  a  summary  of  these  data.  We  are  in  the 
process  of  recording  that  information  (reason  for  removal)  in 
the  log  of  procedures,  so  that  we  can  look  at  this  information  in 
the  future"  (  Sioux  San  IHS  1993). 

Some  clinics  removed  Norplant  from  clients  who  had  it  inserted  in  other  places: 
"  I  have  removed  four  sets  of  Norplant.  These  women 
received  Norplant  from    other  clinics  and  were  varying  from  9 
months  to  a  year  on  them.  1  mainly  for  HA's  and  the  other  3 
for  almost  daily  bleeding/spotting.  I  am  unaware  of  what,  if 
any  counseling  they  received.  These  were  (from)  non-IHS 
private  local  clinics  within  100  mile  radius" 
(Belcourt  1993  IHS). 
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Although  a  strict  medical  check-up  is  required  before  either  method  is  used, 
one  unit  listed  the  following  reasons  for  removal; 

"  9  have  been  removed  for  various  reasorw- 

(1)  pain  from  overlapping  capsules 

(1)  preganacy  ~ 

(  Norplant  was  not  inserted  during  menses) 

(1)  infection  at  insertion  sites 
1  don't  know  why  the  others  were  removed" 
(Anchorage  IHS  1993). 

Records  of  complaints  or  problems  were  limited  to  patient  records. 

The  kinds  of  patients  administered  with  the  contraceptives  were  varied.  For 
example,  women  who  received  Norplant  included:  those  aged  15  to  19  years; 
those  who  had  been  recently  pregnant;  those  with  multiple  partners;  those  who 
drink;  those  wishing  to  be  sterilized;  and  those  who  were  unwilling  or  unable  to 
use  other  birth  control  methods.  The  implant  was  not  given  to  women  who  had 
never  given  birth.  Thirty-three  percent  didn't  recommended  Norplant  over  other 
methods.  Other  replies  did  not  indicate  a  preference  for  Norplant,  although  one 
unit  did  prefer  Depo-Provera  to  Norplant. 

Similarly,  Depo-Provera  was  distributed  to  women  who  had  been  recently 
pregnant,  were'  'forgetful',  weren't  successful  with  other  contraceptives  methods, 
were  intellectually  disadvantaged,  or  were  considering  sterilization.  It  was 
recommended  over  other  methods  by  40  %  of  providers: 

"  I  push  Depo  for  all  women  if  they  are  interested" 
(Winslow  IHS  1993). 

Doctors  or  medical  providers  performed  over  60%  of  the  counseling  for  both 

Norplant    and    Depo-Provera.    Family    planning    providers    performed    the 

remainder.  Generally  and  encouragingly,  all  replied  that  the  effects,  both  rare 

and  common,  were  discussed,  as  was  the  need  to  protect  against  STD's.  However, 

the  degree  of  accuracy  and  consistency  in  the  counseling  should  be  addressed. 
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One  reply  stated: 

"  Family  practice,  doctors  do  our  counseling,  so  I  am  unaware 
of  what  the  counseling  consists  of  "  (Winnebago  IHS  1993). 

Weight  increase  is  a  well  documented  side  effect  of  Norplant,  and  yet  the 

decreased  efficiency  of  the  implants  in  overweight  women  is  not  given  in  the 

consumer    pamphlet.    Rather,    the    pamphlet    urges    that    "The    NORPLANT 

(levonorgestrel    implants)   may   be   less  effective   in   preventing   pregnancy  in 

heavier    women.    Discuss    this    with    your    health-care    provider"    (Norplant 

Consumer  Insert  1992).  The  table  in  the  provider  pamphlet  is  quite  detailed  in 

this  regard. 

The  problem  of  weight  and  Norplant  effectiveness  confirms  why  providers 
need  to  use  a  national  standard.  Providers  were  quite  divided  on  how  to  approach 
this  issue:  two  respondents  didn't  insert  the  devices  into  overweight  (150+lbs) 
women;  two  respondents  inserted  the  device,  but  advised  the  clients  to  rely  on  it 
for  a  shorter  time;  and  three  respondents  didn't  advise  overweight  women  to  rely 
on  the  method  for  a  shorter  time! 

Interestingly,  Wyeth-Ayerst  said  in  a  telephone  interview  that  they  feel  highly 
complex  medical  information  is  beyond  a  client's  understanding,  which  is  why 
more  a  complex  analysis  of  the  weight/ effectiveness  ratio  is  not  given  in  the 
consumer  brochure.  Additionally,  they  feel  the  weight/effectiveness  ratio  has  not 
been  thoroughly  verified  yet,  and  so  does  not  warrant  undue  attention  (Wyeth- 
Ayerst  1993). 

Some  service  units  had  very  thorough  protocols  and  procedures,  including 
explicit  information  about  contraindications  and  counseling.  Others  presented  out 
of  date  informed  consent  forms,  one  of  which  dated  from  before  Depo-Provera 
was  approved  for  contraceptive  use  (Chilne  IHS  1993).  This  service  unit's 
primary  recipients  of  Depo-Provera  were  "mentally  retarded";  unable  to  judge 
for  themselves  the  suitability  of  this  method,  the  patients'  guardians  and  parents 
are  asked  to  do  so,  and  they  are  also  denied  accurate  information. 

The  tracking  systems  ranged  from  pharmacy  registers  to  keeping  the  data  in  the 
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staffs   collective    "head"    (Wagner   IHS    1993).    One   comment   confirms   the 
unmitigated  need  for  a  more  regulated  tracicing  system: 

"  Norplant  is  placed  by  some  OB-  consultants  post  parlum  and 
no  system  to  traclc  them  is  in  place.  Instability  of  medical  staff 
prevents  any  follow  up  unless  a  pt  (patient)  comes  in  to 
complain  of  problems"    (Sisseton  IHS  1993). 

Many  of  the  units  supplying  Norplant  used  the  pharmacy  records  to  determine 
how  many  devices  were  given  out,  but  only  one  service  unit  had  installed  a 
system  to  track  and  notify  Norplant  patients  for  the  fifth  year  removal  procedure. 
Only  seventeen  percent  of  service  units  notified  the  Depo-Provera  patients  of 
their  next  shot  date. 

On  the  whole,  the  answers  from  the  questionnaires  indicate  sei-vice  area  units 
comply  with  the  immediate,  basic  requirements  outlined  in  the  manufacturer 
information,  and  those  recommended  by  Rockville.  However,  the  lack  of 
uniformity  in  the  implementation  of  the  procedures  is  a  matter  of  concern,  as  is 
the  lack  of  preparation  for  the  future.  The  inadequacy  of  tracking  systems  is  an 
area  in  dire  need  of  contemplation. 

A  client  must  be  assured  of  accurate  information.  When  health  providers  can 
not  ensure  that  all  clients  receive  consistent  and  accurate  information  throughout 
the  IHS  system,  then  serious  consideration  needs  to  be  given  to  the  structure  of 
the  organization  and  whom  it  serves.  The  concluding  comments  of  some 
providers  proved  throught-provoking: 

"  Why  haven't  I  received  a  questionnaire  related  to 

1.  Adolescent  pregnancy  (author's  note:  remainder  illegible) 

2.  Drop  out  rates  due  to  pregnancy 

3.  The  relationship  between  domestic  violence  and 

frequent  unplanned  pregnancy 

4.  The  problem  of  abortion  unavailability  and  the 
coercive  and  pronalalist  services  of  the  ND  fort  and 

tribal  government "  (Newtown  IHS  1993). 
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7.  Suggestions  for  IHS  procedure. 

At  the  national  policy-formation  level,  the  IHS's  relaxed  approach  has  several 
important  implications.  Future  data  would  undoubtedly  reflect  the  need  for  more 
effective  and  consistant  implementation  of  protocol  at  the  service  unit  level. 

Firstly,  statistics  would  reveal  levels  of  satisfaction,  rates  of  premature  removal 
or  shot  discontinuation,  the  incidence  of  side  effects  pertinent  to  Native  American 
and  Alaskan  women,  as  well  as  the  degree  of  success  or  failure.  This  information 
is  invaluable  in  determining  the  best  and  most  user  friendly  contraceptive  options. 

Secondly,  Federally  required  records  of  this  kind  would  ensure  consistency  in 
the  face  of  frequent  staff  turnover  and  high  patient  mobility.  With  both  patients 
and  providers  moving  around,  a  protocol  would  ensure  that  a  standard  exists  to 
handle  potential  problems  in  an  efficient,  considered  and  prepared  manner.  It 
would  ensure  that  trained  providers  are  available  to  remove  the  devices. 

Finally,  statistics  such  as  these  would  provide  the  basis  for  on-going 
development  of  policy  and  protocol  guaranteeing  consistent  health  care.  Policy 
development  depends  on  information  that  stimulates  change  and  improvement. 
Without  the  collation  of  national  statistics,  it  is  impossible  to  determine  the 
suitability  and  effectiveness  of  Depo-Provera  and  Norplant  comprehensively. 
How  do  we  know  that  the  distribution  reaches  those  who  need  it?  Since  service 
availabilty  is  dependent  on  funding,  a  better  understanding  of  the  real  needs  of 
the  client  population,  could  ensure  that  funding  be  provided  on  a  more  equitable 
basis. 

8.  Conclusion. 

It  is  difficult  to  effectively  implement  a  new  technology,  and  its  essential 
attendant  protocols  and  procedures  into  any  large  scale  organization.  This 
becomes  more  difficult  when  the  organization  is  underprepared  for  it.  The 
question  is  not  whether  the  actions  recommended  can  be  undertaken;  there  are 
precedents  of  registries  and  strict  protocol  in  the  IHS  today. 
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The  description  of  the  Crow  Service  Unit  procedures  for  Norplant  reveal 
health  advocate  demands  are  not  unreasonable  or  inappropriate.  These  procedures 
include  the  prerequisite  of  ten  proctored  procedures  to  receive  privileges,  in 
order  to  "  ensure  that  the  more  complex  tasks  of  counseling  and  documentation 
are  extensively  supervised,  and  that  the  counseling  is  performed  by  each  provider 
in  a  standardized,  acceptable  fashion"    (Dienst  1993). 

The  question  then  is  why  is  this  not  occurring  in  all  Service  Units  providing 
these  methods?  Why  were  the  devices  released  without  long  term  procedures  in 
place?  Why  were  the  Depo-Provera  Guidelines  of  April  5,  1988  revoked,  even 
though  the  value  of  pharmacy-maintained  registers  and  annual  Service  Unit  and 
Area  review  are  necessary  in  effective  policy  development?  If  sterilization 
protocol  is  so  strictly  enforced,  why  then  are  Norplant  and  Depo-Provera, 
"reversible  forms  of  sterilization"  regarded  with  less  serious  intent?  Are  the 
recommendations  provided  by  Rockville  too  flexible  and  easily  disregarded  at 
Service  Unit  level?  Is  it  a  matter  of  neglect,  indifference  or  an  unwavering  belief 
that  the  problems  caused  by  these  drugs  in  other  places  will  not  happen  in  the 
Native  populations  administered  to  by  the  IHS?  Is  it  possible  that  there  may  be  a 
better  way  to  oversee  these  contraceptive  options? 

Governmental  regulation  should  be  considered  as  a  method  to  ensure  quality 
control  via  accountability.  This  is  not  an  oppressive  measure,  but  a  safeguard  for 
all  concerned.  Accountability  protects  the  consumer  by  establishing  specific 
protocols  and  procedures,  thus  removing  personal  agendas  from  the  equation;  it 
protects  the  provider  in  the  same  way.  Equally  important,  it  must  be  recognized 
that  this  form  of  governmental  regulation  is  not  a  license  to  control  or  manipulate 
certain  portions  of  the  population  through  distribution. 

Given  the  wide  variety  of  service  units  in  terms  of  size,  client  usage,  resource- 
base  and  staff  stability,  it  is  essential  that  all  agencies  act  on  a  common  protocol. 
This  eliminates  guess  work  and  inconsistency,  and  is  based  on  the  most  up  to  date 
information  on  the  drugs.  The  protocols  must  act  as  a  yardstick  for  all  health  care 
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providers,  but  must  also  be  flexible  enough  to  make  allowances  for  the  variables 
outlined  above. 

Most  importantly,  the  protocol  must  provide  informed  consent  as  a  right  of  the 
patient,  and  not  the  privilege  of  the  provider.  It  must  take  into  account  all 
relevant  health  and  cultural  prerequisites  of  the  client  groups,  with  the 
understanding  that  the  services  provided  by  the  IHS  are  there  for  the  Native 
American  clients,  and  not  as  an  end  for  themselves. 
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Appendix  A:  Norplant  Testing  in  Brazil. 

Norplant  was  first  tested  in  Brazil  in  1975,  although  the  instigator,  Professor 
Elsimar  Coutinho  of  the  University  of  Bahia,  began  the  tests  without  consultation 
or  authorization  from  the  Brazilian  Ministry  of  Health.  Governmental  regulation 
is  a  legal  requirement  in  Brazil  for  any  testing  or  experimenting  f)erformed  on 
human  subjects.  A  second  trial  in  1984  was  met  with  protests  from  the  women's 
movement,  and  this  combined  with  the  irregularities  in  the  testing  procedures, 
caused  the  Ministry  of  Health  to  prohibit  further  trials  of  Norplant  in  January 
1986. 

At  that  time,  3,500  women  were  carrying  Norplant  devices,  implanted  through 
family  planning  clinics,  many  of  which  were  situated  in  teaching  hospitals. 
Inclusive  of  this  number,  UNICA.MP,  through  two  private  family  planning 
clinics,  had  authorized  trials  involving  309  women,  all  of  whom  had  Norplant 
implanted  between  July  1984  and  January  1986. 

The  trial  patients  included  women  with  the  following  conditions:  women  who 
had  never  been  pregnant;  those  with  severe  mental  disorders,  including  visual 
hallucinations  and  a  history  of  psychiatric  hospitalization;  alcoholics;  women  with 
hypertension;  smokers;  malnourished  women;  and  a  diabetic  who  was 
undiagnosed  at  the  time  (Garcia  and  Dacach  1993).  Many  of  these  conditions  are 
explicitly  contraindicated  for  health  reasons,  while  others  are  not  viable  because 
they  do  not  permit  the  patient's  full  comprehension  of  what  is  happening.  Yet 
these  women  represent  only  a  small  subset  of  all  the  women  in  the  trial  and 
include  only  those  discovered  by  a  1990  Network  for  the  Defense  of  the  Human 
Species  (REDEH)  follow-up  study. 

Further  evidence  of  negligence  on  the  part  of  the  testers  came  to  light  when 
REDEH  tried  to  locate  trial  participants.  Although  the  REDEH  team  had  lists  of 
the  names  and  addresses  of  all  309  women  in  the  Rio  de  Janierio  area,  fifty  of  the 
letters  were  returned  to  sender  and  because  many  of  the  women  were  slum- 
dwellers,  the   initial   trial    researchers  didn't  take  into  account  the   "  frequent 
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migration  of  slum-dwellers  when  enrolling  them  in  trials  requiring  long-term 
follow-up  "  (Garcia  and  Dacach  1993). 

Thus,  out  of  the  original  309  women  who  took  part  in  the  trials,  the  REDEH 
team  could  only  contact  52.  Furthermore,  although  this  follow-up  took  place  six 
and  a  half  years  after  the  trial,  sixteen  women  still  had  Norplant  in  their  arms. 
Fourteen  women  had  the  devices  for  more  than  five  years,  although  the  device 
must  be  removed  after  five  years.  Some  women  did  not  have  access  to  removal 
because  the  doctors  originally  involved  in  the  research  had  left  the  area,  and 
other  doctors  were  not  trained  in  the  procedure. 

Although  the  Ministry  of  Health  concluded  that  the  research  did  not  "  follow 
basic  international  norms  of  ethics  and  safety  required  for  human  clinical  trials  of 
new  products",  this  did  little  to  ensure  that  governmental  agencies  adhered  to 
their  recommendations.  Additionally,  a  commission  was  set  up  to  "  assist  women 
who  had  taken  part  or  were  still  taking  part  in  the  trials  "  (Garcia  and  Dacach 
1993),  but  without  a  tracking  system  to  locate  the  many  women  who  still  have  the 
implants,  the  commission  seems  just  so  much  paper.  The  REDEH  team  themselves 
p>ondered, 

"  We  were  only  able  to  contact  a  small  proportion  of  the  women  who  had 
taken  part  in  the  trials.  What  happened  to  the  other  women?  Who  will 
contact  them  and  pay  for  the  removal  of  Norplant  from  those  women  who 
still  have  the  implants?  What  has  happened  to  the  women  in  other  parts  of 
Brazil  who  also  took  part  in  the  trials?"(Garcia  and  Dacach  1992). 

(For  a  more  comprehensive  report  of  Norplant  tests  world-wide,  please  refer  to: 
NorplantiUnder  Her  Skin.  1993.  Mintzes,  Barbara,  Anita  Hardon 
Jannemieke  Hanhar,  editors.  Women's  Health 
Action  Foundation   and  WEMOS:  Eburon  Delft. 
Amsterdam.) 
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Appendix    B: 
[leA^a^J^Q^^ia— Q-U-e^atloniialLft 

Please   circle   or  write   in   the   appropriate   answer.      If  you   need   more   space 
than  is  provided,  please  use  the  back  of  this  page  and  other  pages  if 
needed. 

1)  Do  you   provide   Depo-Provera  at  your  service  unit?  yes     no 

If  yes,  continue.       If  no,  please  explain. 

2)  Do   you   have  a  written   protocol   specifically  for  Depo-Provera?        yes        no 

If   no,   do   you   follow   a   more   general   protocol   when   administering 
Depo-Provera?  yes     no 

Please  attach  a  copy  of  the  protocol  you  follow. 

Do  you   feel  that  a   more   specific  protocol   is  needed?  yes     no 

3)  Please  describe  your  counseling   procedure: 

Who  does  the  counseling? 

Are    common    side    effects   discussed?       yes     no 

Are   more   rare,    long-term   side   effects   discussed?       yes     no 

Is  the  need  for  additional   protection   against  STDs  stressed?     yes     no 

List   other   areas  that   are   discussed: 


4)   Do  you   recommend   Depo-Provera  over  other  contraceptives  to   any 
specific  groups  of  women?      yes     no 

List    groups: 

List   reasons   why  these   groups   are   ideal   candidates: 
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5)  Do  you  have  a  system  for  keeping  records  on  women  who  have  received 
Depo-Provera?  yes     no 

Is    there    a    follow-up    visit?    yes     no 

If  so,   do   you   notify     women  to   remind  them  of  this  appointment? 
yes     no 

6)  Do   you   attempt  to   inform   women   after  three   months  that  they  are   no 
longer   protected   from   pregnancy?  yes     no 

7)  Please    attach    records    of   the   following: 

-the   number  of  women   who   have   sought   Depo-Provera  at  your  service 
unit 

-the   number  of  women   who   have   received   Depo-Provera 

-health    factors    and    absolute    or    relative    contraindications   of    these 
women    (including    smoking) 

-any    later    complaints 

-all    side    effects    reported    and    their   frequencies 

-any    other    relevant    information. 

8)   Please  attach  a  copy  of  all   informed  consent  forms  that  must  be  signed 
in   order   to   receive   Depo-Provera,    and    ail   written    information   given   to 
women    who    are    interested. 

Thank  you  for  your  time.      Please  feel  free  to   write   any  additional 
comments  you  may  have  on  the  back  of  this  page. 
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Appendix:    B 
Norplant       Questionnaire 

Please  circle  or  write   in   the   appropriate   answer.      If  you   need   more   space 
than  is  provided,  please  use  the  back  of  this  page  and  other  pages  if 
needed. 

•1)   Do  you   provide   Norplant   at  your  service   unit?        yes     no 
If     yes,  please  continue.     If  no,   please  explain. 

2)  Do  you   have  enough   Norplant  kits  to   provide  it  tor  any  woman   who 
requests  it  and  who  goes  through  counseling  and  testing  for  it?  yes         no 

If   not,    why   not? 

3)  Do   you    have    a   written    protocol    specifically  for   Norplant?       yes     no 

If  no,   do   you  follow   a  more  general   protocol  when   administering 
Norplant?  yes     no 

Please   attach   a  copy  of  the   protocol   you   follow. 

Do  you   feel   that   a   more  specific  protocol   is  needed?  yes     no 

4)  Please  describe  your  counseling  procedure: 

Who  does  the  counseling? 

Are    common    side    effects   discussed?       yes     no 

Are   more   rare,    long-term   side   effects   discussed?      yes         no 

If   an   overweight  woman   is   seeking   Norplant,   is  the  fact  that  the 
contraceptive    will    be    less    effective    stressed?  yes     no 

Do  you   recommend  that  an  overweight  woman   rely  on   it  for  a  shorter 
period?         yes     no 

Is   the   fact    need    for    additional    protection    against   STDs   stressed? 
yes     no 
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List   other   areas   that   are   discussed: 


5)   Do   you   recommend   Norplant  over  other  contraceptives  to   any  specific 
groups  of  women?  yes     no 

List    groups: 

List  reasons  why  these  groups   are   ideal   candidates: 


6)  Do  you  have  a  system  for  keeping  records  on  women  who  have  received 
Norplant?  yes     no 

is  there   a  follow-up   visit?       yes     no 

If   so,   do   you   notify  women   to   remind   them  of  this   appointment? 
yes     no 


7)   Have  you   developed   a  tracking   system  for   notifying   women   after  5 
years  that  Norplant  must  be   removed?  yes     no 

If   yes,    please   describe   this   system. 


8)  Please  send   us  records  of  the  following: 

-the  number  of  women   who   have  sought  Norplant  at  your  service  unit 

-the  number  of  women  who   have   received   Norplant 

-health    factors    and    absolute    or    relative    contraindications    of    these 
women    (including    smoking    and    weight) 

-any    later    complaints 
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-all    side    effects    reported    and    their   frequencies 

-number   of   requests   for   early   removal 

-number    of    early    removals    performed 

-any   other   relevant    information. 

9)   Please  attach  a  copy  of  all   informed  consent  forms  that  must   be   signed 
in   order   to    receive   Norplant,    and    all    written    information    given   to   women 
who    are    interested. 

Thank   you   for  your  time.      Please  feel  free  to  write   any  additional 
comments  you  may  have  on  the  back  of  this  page. 
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Mr,  Chairman,  I  am  Jacqueline  Darroch  Forrest,  Vice  President  for  Research  for  The  Alan 
Guttmacher  Institute,  a  nonprofit  organi2ation  for  research  and  public  policy  on  reproductive  health 
issues.  We  appreciate  the  opportunity  to  testify  about  the  contraceptive  in^)lant,  Norplant. 

In  1990,  a  committee  convened  by  the  National  Academy  of  Sciences  to  look  at  the  status  of 
contraceptive  research  and  development  in  the  United  States  noted  in  its  final  report  that,  "new  birth 
control  methods  -  even  safer  and  more  effeaive  ones  -  wUl  be  of  little  benefit  if  they  are  not 
accessible. . . "  This  was  not  a  new  observation,  but  it  is  still  highly  relevant  today.  A  tension  is  produced 
when  a  publicly  supported  system,  such  as  the  federal  Title  X  family  planning  program  that  is  designed 
to  equalize  access  to  contraceptives  for  low-income  women,  can  afford  to  offer  a  new  metliod  to  only  a 
small  minority  of  clients.   This  is  the  case  with  Norplant. 

Norplant  is  popular,  more  so  than  originally  expected.  According  to  Wyeth-Ayerst  figures,  over 
750,000  sets  of  implants  have  already  been  inserted  in  the  United  States,  demonstrating  that  there  is  a 
market  for  long-term  contraceptive  methods.  Nonetheless,  the  high  upfront  cost  of  Norplant  makes  it 
inaccessible  for  many  women  who  would  otherwise  choose  to  use  it.  Given  the  limitations  of  our  current 
health  care  system,  accessibility  can  only  be  increased  if:  Norplant  is  made  available  to  family  planning 
services  providers  at  a  public  sector  price;  funding  for  the  Title  X  program  is  increased  sufficiently  so 
that  adequate  numbers  of  implants  may  be  purchased  for  its  clients;  in  the  context  of  national  health  care 
reform,  ensuring  coverage  of  all  contraceptive  drugs  and  devices,  including  Norplant. 

For  an  article  recently  published  in  Family  Planning  Perspectives,  we  estimated  the  direct  costs 
of  using  the  condom,  oral  contraceptives  (the  pill),  and  the  intrauterine  device  (lUD)  in  order  to  compare 
them  to  the  cost  of  using  Norplant.  These  estimates  do  not  include  costs  for  general  reproductive  health 
care  or  for  screening  for  sexually  transmitted  diseases,  but  the  cost  of  an  initial  medical  visit  has  been 
factored  in. 

Compared  to  other  methods  of  birth  control,  Norplant  is  expensive.   The  implant  capsules  and 
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insertion  materials  are  sold  to  health  care  providers  for  $365.  Additional  charges  for  counseling  and 
insertion,  not  including  a  fee  for  the  office  visit,  in  a  private  practitioner's  office  brings  the  upfront  cost 
to  over  $500.  Moreover,  removal  costs,  sometimes  required  to  be  paid  in  advance,  are  estimated  to 
average  at  least  another  $150,  bringing  the  total  cost  of  the  method  to  about  $700. 

We  found  Norplant  to  be  much  more  expensive  to  use  in  the  first  year,  since  most  of  its  cost  must 
be  paid  upfront.  Over  the  full  five-year  potential  use  of  Norplant,  its  costs  remain  stable  at  $700 
(including  removal),  while  for  the  same  period  the  cost  of  pills  rises  to  about  $1500.  Condoms  are 
estimated  to  cost  at  least  $50  per  year.  If  purchased  from  a  pharmacy  or  other  private  sector  source,  a 
year's  worth  of  pills  (13  cycles)  is  likely  to  cost  about  $260;  with  an  annual  examination,  the  cost  rises 
to  $300.  Although  average  insertion  and  removal  charges  for  the  lUD  are  not  definitively  known,  they 
may  be  as  much  as  $150  each.  With  the  cost  of  the  initial  visit,  and  the  RID  itself  ($160),  the  total  cost 
of  the  lUD  in  the  first  year  is  around  $500. 

Although  Norplant  has  been  approved  by  the  FDA  as  safe  and  effective  for  a  five-year  period, 
half  of  the  women  who  participated  in  the  clinical  trials  typically  used  it  for  no  more  than  three  years. 
Over  a  three-year  period,  the  cost  of  Norplant  would  be  less  than  for  oral  contraceptives  (which  would 
total  about  $900),  but  would  still  be  more  than  the  cost  of  the  TUD  (about  $500)  or  of  condoms  (about 
$150).  Both  are  still  more  expensive  than  condoms,  which  would  cost  only  $250.  The  lUD  would  still 
cost  $500,  but  can  be  used  for  up  to  eight  years. 

In  addition,  shortly  after  Norplant  came  onto  the  U.S.  market,  the  three-month  injectable  Tispo- 
Provera  was  approved  for  contraceptive  use.  Approximately  as  expensive  to  use  over  a  five-year  period, 
Depo  may  be  more  affordable  for  some  women  since  it  can  be  purchased  once  every  three  months.    It 

has  also  been  made  available  at  a  public  sector  price. 

The  relative  expense  of  a  method  to  a  consumer  clearly  depends  on  how  she  pays  for  it,  The  cost 
of  shorter  term  methods,  such  as  the  pill  or  condom,  can  be  paid  in  small  increments,  and  are  therefore 
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more  affordable  for  users  who  cannot  spend  a  large  amount  of  money  at  once.  In  contrast,  longer-acting 
methods  such  as  Norplant  or  the  lUD  require  a  large,  lump-sum  payment  in  advance.  Thus,  while 
Norplant  is  competitively  priced  over  the  long  run,  it  is  very  expensive  in  the  short  tenn.  In  addition, 
if  a  woman  decides  for  whatever  reason  to  stop  using  a  longer  term  method,  she  will  have  paid  for 
contraceptive  protection  she  will  never  use. 

The  cost  of  using  contraception,  and  how  it  is  paid  for,  can  affect  a  woman's  contraceptive 
choice.  Whether  a  woman  has  private  health  insurance  or  some  other  third  party  coverage  for  the  costs 
of  contraception  may  increase  or  decrease  her  access  to  particular  methods.  While  definitive  data  is  not 
available,  we  know  that  private  insurance  pays  for  all  or  part  of  the  cost  of  only  40  percent  of  all  family 
planning  visits.  The  little  information  we  have  available  suggests  that  far  fewer  women  are  covered  for 
the  costs  of  contraceptive  drugs  or  devices.  However,  Norplant  appears  more  likely  to  be  covered  than 
many  of  the  other  methods;  more  than  50  major  HMOs  and  another  1000  insurance  plans  now  cover  the 
implant,  although  deductibles  and  copayments  are  commonly  required. 

In  addition,  some  women  are  covered  by  the  federal/state  Medicaid  program  that  reimburses 
health  care  providers  for  services.  All  50  states  and  the  District  of  Columbia  cover  Norplant  under  their 
Medicaid  programs.  The  Wyeth-Ayerst  pharmaceutical  company,  which  distributes  Norplant,  has  also 
set  up  a  foundation  to  make  the  method  available  to  a  limited  number  of  women  who  qualify. 

Lower-income  women  who  are  not  insured  or  whose  insurance  does  not  cover  contraception  may 
face  greater  difficulty  in  covering  their  costs.  Generally,  women  who  are  not  eligible  for  Medicaid  must 
seek  assistance  from  publicly  fiinded  family  planning  clinics,  which  provide  contraceptive  services  to 
nearly  five  million  women  annually.  Most  of  these  clinics  rely  on  the  federal  Title  X  family  planning 
program  for  funding.  Women  whose  incomes  fall  below  100  percent  of  the  federal  poverty  line  must, 
by  law,  receive  free  family  planning  services  from  Title-X  fimded  clinics;  women  whose  incomes  are 
below  250  percent  of  poverty  receive  services  on  a  sliding  scale  basis. 
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Over  the  last  decade,  fiinding  for  the  Title  X  program  has  dropped  precipitously,  making  it 
difficult  for  providers  to  meet  current  needs,  much  less  to  make  Norplant  available  to  all  women  who 
may  wish  to  use  it.  Since  pharmaceutical  companies,  including  Wyeth-Ayerst,  make  oral  contraceptives 
available  to  family  planning  providers  at  deeply  discounted  prices  (public  providers  are  able  to  purchase 
the  pill  for  about  $17  less  per  cycle  than  the  private  sector  price),  the  fact  that  no  public  sector  price  has 
been  set  for  Norplant  greatly  widens  the  cost  differential  between  the  implant  and  other  methods  in 
publicly  funded  clinics.  Some  family  planning  clinics  cannot  afford  even  to  stock  the  method  because 
they  must  pay  for  it  in  advance  or  because  of  long  delays  in  Medicaid  reimbursement.  Scarce  resources 
may  also  dictate  the  choice  of  methods  providers  proffer  their  clients;  for  the  cost  of  one  set  of  implants, 
a  public  sector  clinic  can  purchase  contraceptive  supplies  for  40  women  who  use  the  pill. 

In  practice,  this  me.ans  that  even  at  publicly  supported  family  planning  clinics,  Norplant  is 
generally  unavailable  to  low-income  women  not  covered  by  Medicaid.  For  example,  although  Medicaid 
recipients  make  up  only  12  percent  of  Planned  Parenthood  clients  nationally,  a  survey  of  Planned 
Parenthood  affiliates  found  than  women  covered  by  Medicaid  comprise  69  percent  of  those  receiving  the 
implant  in  those  clinics.  Preliminary  analysis  of  data  from  two  national  surveys  recently  conducted  by 
The  Alan  Guttmacher  Institute  shows  that  in  other  types  of  publicly  funded  clinics,  such  as  community 
health  centers,  hospitals  and  clinics  run  by  the  state  health  agencies,  Norplant  use  is  even  more  heavily 
concentrated  among  those  women  who  are  covered  by  Medicaid. 

The  example  of  Norplant  illustrates  the  degree  that  public  sector  providers  --  as  well  as  the 
women  they  serve  -  have  become  dependent  on  the  pharmaceutical  companies  and  their  commercial 
interests.  In  this  case,  the  decision  regarding  the  price  of  this  contraceptive  method  was  made 
unilaterally,  despite  the  essential  role  public  fimding  played  in  its  development.  Under  our  current  health 
care  system,  and  absent  a  major  influx  of  federal  funds  for  family  planning  services,  this  dependence  is 
unlikely  to  lessen. 
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It  is  possible,  but  by  no  means  certain,  that  passage  of  comprehensive  health  care  reform  will 
provide  relief  from  Oiese  problems.  If  a  national  reform  plan  passes,  and  includes  a  prescription  drug 
benefit,  and  if  every  available  plan  covers  all  prescription  drugs  and  devices,  then  a  contraceptive  such 
as  Norplant  presumably  would  be  covered,  despite  its  initial  cost.  It  is  important  to  note  that  coverage 
cannot  be  assumed,  even  under  a  "prescription  drug  benefit."  First,  contraceptive  drugs  and  devices  in 
general  must  be  included.  We  already  know  that  many  plans  do  not  cover  most  preventive  services.  The 
Alan  Guttmacher  Institute  is  conducting  a  study  of  private  insurers  and  HMOs  to  discover  to  what  extent 
reproductive  services  --  including  contraceptive  methods  --  are  covered,  including  whether  plans  that 
cover  prescription  drugs  in  general  also  cover  such  family  planning  methods  as  oral  contraceptives. 

If  health  care  reform  passes  and  contraceptive  drugs  and  devices,  including  Norplant,  are  not 
covered  the  situation  would,  if  anything,  worsen.  Conuaceptives  could  be  left  out  of  any  bulk  purchasing 
arrangements  of  pharmaceuticals  with  groups  of  providers.  Whether  Medicaid  would  continue  to  cover 
contraceptives  under  a  reform  plan,  especially  if  not  specifically  mentioned  in  the  plan  itself,  is  an  open 
question.  If  contraceptives  were  left  out  of  the  plan,  it  is  also  questionable  whether  preferential  pricing 
would  continue  to  be  available  for  public  sector  providers.  If  not,  pills  and  other  methods  could  become 
Inaccessible  to  low-income  women,  severely  depleting  their  contraceptive  choices.  A  worst  case  scenario 
is  that  contraceptive  use  could  decrease,  with  a  concomitant  rise  in  unintended  pregnancy. 

As  we  look  for  ways  to  increase  the  fiiuire  availability  of  a  wide  range  of  contraceptive  methods, 
the  impact  of  the  Norplant  experience  has  had  on  research  should  also  be  considered.  It  is  likely  that 
Norplant's  success  to  date  will  encourage  rese^uch  into  other  long-term  methods.  In  the  near  future,  we 
will  more  likely  see  shorter  term  methods  such  as  implants  that  are  effective  for  one  or  three  years, 
methods  that  may  present  many  of  the  same  issues  relating  to  cost,  especially  if  any  public  funds  have 
been  used  in  their  development.  The  situation  is  complicated  by  questionable  public  sector  support  for 
contraceptive  research  and  development.  For  fiscal  year  1993,  the  contraceptive  development  branch  at 
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the  National  Institute  of  Child  Health  and  Human  Development  received  the  equivalent  of  a  40  percent 
cut  in  funding,  making  some  public/private  sector  efforts  even  more  critical  to  future  contraceptive 
development. 

In  contrast  to  public  sector  research,  the  potential  for  profit  from  a  new  contraceptive  drug  or 
device  drives  most  of  the  private  sector  research  and  development  in  the  United  States,  as  wifli  any  other 
pharmaceutical  product.  Paradoxically,  the  "best"  contraceptive  methods  may  be  those  that  are  safe, 
effective,  easy  to  use,  long-lasting  and  inexpensive  --  attributes  that  in  combination  are  unlikely  to 
produce  huge  profits.  Factors  affecting  the  final  cost  of  a  product  may  include  research  costs  and  a 
lengthy  FDA  approval  process,  liability  costs,  training  and  professional  education,  and  marketing  and 
packaging.  Still,  if  a  potential  market  for  a  new  product  exists,  companies  will  conduct  the  research,  and 
will  charge  wliatever  price  is  likely  to  en.sure  a  profit.  However,  product  prices  should  reflect  any  public 
sector  assistance  received  during  the  development  of  the  product,  whether  funding,  research  or  some 
other  form. 

In  conclusion,  we  urge  this  committee  to  take  a  careful  look  at  whether  all  contraceptive  methods 
are  being  made  available  on  an  equitable  basis  to  low-income  women  in  the  United  States,  especially 
those  whose  research  has  been  publicly  funded,  even  in  part.  U.S.  AID  funds  are  being  spent  to  purchase 
Norplant  overseas  -  at  a  public  sector  price  --  for  poor  women  in  developing  countries.  Shouldn't  Title 
X-funded  providers  in  this  country  have  the  same  opportunity  to  make  Norplant  available  to  their  clients? 
As  you  know,  the  original  intent  of  the  Title  X  program  was  to  provide  a  mechanism  for  all  contraceptive 
methods  to  be  equally  accessible  to  any  women  who  wished  to  use  them.  We  will  be  working  to  ensure 
that  all  contraceptive  drugs  and  devices  are  covered  under  the  final  health  care  reform  plan.  In  the 
meantime,  we  need  to  explore  ways  of  encouraging  private  pharmaceutical  companies  to  offer  realistic 
prices  to  the  public  sector,  and  we  need  to  develop  new  mechanisms  for  the  purchase  of  long-term 
contraceptive  methods  for  low-income  women. 


157 


TESTIMONY  OF  C.  WAYNE  BARDIN  BEFORE  THE 


UNITED  STATES  HOUSE  OF  REPRESENTATIVES 
COMMITTEE  ON  SMALL  BUSINESS 

SUBCOMMITTEE  ON  REGULATION, 
BUSINESS  OPPORTUNITIES,  AND  TECHNOLOGY 


10  November  1993 

I  am  C.  Wayne  Bardin,  M.D.,  Vice  President  of  The  Population  Council,  Inc.  (the 
"Council")  and  Director  of  its  Center  for  Biomedical  Research.  I  direct  a  team  of  scien- 
tists that  conducts  research  on  reproduction  and  develops  new  conuaceptive  methods  at 
the  Council's  laboratory  in  New  York.  I  am  a  member  of  the  Institute  of  Medicine  and 
President  of  the  Endocrine  Society,  an  organization  of  scientists  and  physicians  that 
study  hormones  and  care  for  patients  that  require  hormone  treatments  for  diseases  of 
endocrine  glands  or  for  preventive  therapy.  I  have  published  more  than  500  papers  about 
contraception  and  endocrinology.  A  copy  of  my  curriculum  vitae  is  attached  (see 
Appendix). 

Let  me  begin  by  telling  you  about  the  Population  Council,  the  organization  behind 
NORPLANT®  development.  The  Council  is  an  international,  nonprofit  organization  tliat 
applies  science  and  technology  to  the  solution  of  population  problems,  mainly  in 
developing  countries.  The  Council's  work  encompasses  the  social,  health,  and  biomedi- 
cal sciences. 

In  collaboration  with  govenunents,  non-government  organizations  and  private  agen- 
cies in  developing  countries,  the  Council  undertakes  work  on  social  and  health  sciences, 
population  policy,  family  planning  and  fertility,  reproductive  health  and  child  survival, 
women's  roles  and  status,  expanding  contraceptive  choice,  and  strengthening  profes- 
sional resources. 


74-198  0-94-6 
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The  Council,  through  its  Center  for  Biomedical  Research,  identifies,  develops,  and 
evaluates  promising  ideas  for  new  contraceptives.  Council  scientists  have  developed  six 
reversible,  long-acting  methods  now  in  use  worldwide.  These  include  NORPLANT® 
levonorgestrel  implants,  the  subject  of  today's  hearing;  NORPLANT®  II  implants,  an 
improved  version  of  NORPLANT®  implants  that  will  soon  be  introduced  in  the  United 
States;  a  levonorgestrel-releasing  intrauterine  device;  and  three  copper  intrauterine  dev- 
ices (TCu  200B,  TCu  220,  TCu  380A),  the  most  advanced  of  which  (TCu  380A)  is 
currently  marketed  in  the  United  States  under  the  name  ParaOard®.  The  Council  is 
currently  developing  several  other  new  methods  of  contraception  including  a  single- 
implant  system  for  women;  a  two-implant  system  for  men;  several  contraceptive  rings; 
transdermal  contraception;  a  contraceptive  barrier  that  will  prevent  the  heterosexual 
transmission  of  HTV;  contraceptive  vaccines  for  men  and  women;  and  hormone  delivery 
systems  for  the  treatment  of  a  variety  of  reproductive  disorders. 

Using  techniques  of  molecular  and  cellular  biology,  the  Council  has  also  pioneered 
in  the  field  of  male  reproductive  physiology,  including  research  on  male  fertility,  the 
growth  and  development  of  sperm,  and  the  mechanism  of  action  of  male  sex  hormones. 
The  goal  of  this  work  is  to  develop  contraceptives  for  men  that  can  block  the  production 
of  sperm  without  reducing  libido.  Sufficient  knowledge  has  accumulated  over  the  last 
several  years  to  warrant  an  expanded  research  program  that  will  apply  this  fundamental 
information  to  the  development  of  new  male  contraceptives. 

1 .  The  role  of  the  Council  in  the  development  of  NORPLANT®  inqjlants: 

Before  giving  details  on  how  the  NORPLANT®  method  was  developed,  I  want  to 
tell  you  why  it  was  developed.  From  its  earliest  days,  the  goal  of  the  Council  has  been  to 
enable  couples  around  the  world  to  improve  their  health  and  well-being  through  adoption 
of  voluntary  family  planning.  Our  contraceptive  development  program  rests  on  the  belief 
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that  a  wide  choice  of  methods  encourages  women  and  men  to  use  them.  The  Council 
develops  new  methods,  not  because  it  hopes  to  come  up  with  the  ultimate  contraceptive 
that  will  satisfy  everyone,  but  to  expand  options,  choice,  and  access. 

The  Council  developed  the  first  implantable  contraceptive,  NORPLANT®  iiTq>lants, 
that  uses  six  capsules  filled  with  levonorgcstrel.  While  NORPLANT®  was  being 
developed,  an  improved  version,  NORPLANT®  II  implants,  which  uses  two  implants 
rather  than  six,  was  also  developed.  The  history  of  the  development  of  NORPLANT® 
illustrates  the  Council's  role  in  this  process.  In  the  context  of  this  discussion,  "develop- 
ment" includes  all  the  steps  required  to  conceptualize  a  product,  bring  it  to  market,  and 
distribute  it  through  the  world. 

a.  The  history  of  NORPLANT®  implants: 

1966:  Population  Council  scientists  began  the  first  laboratory  trials  of  a  progestin- 
only  contraceptive  implant. 

1968:  The  first  progestin-only  implant  was  tested  in  humans  in  a  Phase  I  clinical 
trial  by  a  Council  consultant.  Several  progestins  were  tested. 

1969:  The  Council  obtained  the  right  to  the  progestin,  levonorgestrel,  from  Wyeth- 
Ayerst  (Wyeth). 

1974:  Formulation  of  the  six-capsule  implant  system,  which  was  later  designated 
the  "NORPLANT®"  implant  system,  was  completed  and  Phase  II  trials  were  begun  in 
Chile.  The  method  consisted  of  six  polysiloxane  tubes  fiUed  with  crystalline  levonorges- 
trel. 

1975:  The  first  multicenter.  Phase  in  clinical  trial  on  the  NORPLANT®  implant 
system  was  initiated  by  the  Council. 
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1978:  Two-year  data  from  the  Council's  clinical  trial  demonstrated  for  the  first  time 
that  the  NORPLANT®  implant  system  is  a  highly  efifective  contraceptive  method  with  a 
failure  rate  of  0.1  percent  in  the  first  year,  making  it  10  to  30  times  more  effective  than 
contraceptive  pills. 

1980-82:  Phase  HI  clinical  trials  were  expanded  and  preintroduction  trials  began. 

1983:  Leiras,  of  l\irku,  Finland  was  licensed  to  manufacture  and  distribute  NOR- 
PLANT® implants.  Finland  became  the  first  country  to  give  regulatory  approval  to  the 
method. 

1984:  The  World  Health  Organization  (WHO)  evaluated  the  NORPLANT® 
method  in  response  to  a  request  for  technical  evaluation  by  the  United  Nations  Popula- 
tion Fund  (UNFPA).    WHO  concluded  that  the  NORPLANT®  implant  system  is  an 

"effective  and  reversible  long-term  method  of  fertility  regulation particularly 

advantageous  to  women  who  wish  an  extended  period  of  contraceptive  protection." 

1984-85:  The  Council  began  preintroduction  studies  in  Bangladesh,  China,  Ghana, 
Haiti,  Kenya,  Nepal,  Nigeria,  the  Philippines,  Sing^>ore,  Sri  Lanka,  and  Zambia. 

1985:  Sweden,  Ecuador,  and  Indonesia  approved  NORPLANT®  implants.  The 
International  Planned  Parenthood  Federation  included  NORPLANT®  implants  on  its  list 
of  commodities. 

1986-87:  NORPLANT®  implants  approved  by  Colombia,  the  Dominican  Republic, 
Thailand,  Peru,  Sri  Lanka,  and  Venezuela.  Preintroduction  studies  were  expanded. 

1988:  NORPLANT®  implants  approved  by  Chile.  Postmarketing  stu^'eillance  of 
the  NORPLANT®  implant  is  started  in  seven  countries. 
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1989:  NORPLANT®  implants  approved  by  China,  Czechoslovakia,  and  Kenya. 

1990:  NORPLANT®  implants  approved  by  Bangladesh,  Singapore,  the  United 
States,  and  Malaysia. 

1991:  Wyeth  introduced  NORPLANT®  in  the  United  States. 

1991-92:  NORPLANT®  implants  approved  in  Jamaica,  Mauritius,  Mexico,  the 
Soviet  Union,  Palau,  and  Rwanda. 

1993:  NORPLANT®  implants  approved  in  Mali  and  the  United  Kingdom.  Clinical 
trials  on  NORPLANT®  continue.  To  date,  26  countries  have  approved  the  method,  and 
over  2  million  women  are  using  NORPLANT®  implants  worldwide. 

Tlie  above  history  has  excluded  the  development  of  NORPLANT®  II  which  was 
proceeding  at  the  saine  time.  This  implant  would  have  been  introduced  into  the  United 
States  were  it  not  for  the  withdrawal  of  a  critical  ingredient  from  the  market  that  necessi- 
tated its  reformulation.  It  is  important  to  remember  that  the  development  of  NOR- 
PLANT® and  NORPLANT®  II  implants  are  linked.  They  were  developed  in  the  same 
laboratories  and  they  have  been  tested  simultaneously  in  many  clinics. 

b.  Cost  of  NORPLANT®  and  NORPLANT®  II  implants: 

How  much  money  was  required  for  research  and  development  (R&D)  and  to  intro- 
duce this  method  of  contraception  to  the  private  and  public  sectors?  The  total  spent  by 
the  CouncU  to  date  for  R&D  of  the  NORPLANT®  and  NORPLANT®  U  implant  sys- 
tems is  $25,300,000.  The  U.S.  government  provided  $9.5  million  and  all  other  sources 
provided  $15.8  million  (Table  1).  The  funds  spent  by  the  Council  for  the  introduction  of 
NORPLANT®  in  developing  countries  was  $16  million  ~  $7.7  million  from  the  U.S. 
government  and  $8.3  million  from  other  sources  (Table  1).  The  U.S.  Agency  for  Interna- 
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Table  1 

COSTS  OF  NORPLANT®  IMPLANT  RESEARCH, 
DEVELOPMENT,  AND  INTRODUCTION 


1 .  Population  Council 
Implant  Research  (1) 

l.a     US/AID  9,500,000 

l.b     Other  donors  15,800,000 

l.c     Total  25,300,000 

2.  Population  Council 
Introduction  (2) 

2.a      US/AID  7,700,000 

2.b     Other  donors  8,300,000 

2.C     Total  16,000,000 

3.  Leiras  (3)  23,000,000 

4.  Other  pharmaceutical  companies  (4)  >  50,000,000 


5.  Grand  Total  >  1 14,300,000 


(1 )  Includes  all  R&D  on  NORPLANT®  and  NORPLANT®  n  implants  through  regis- 
tration. Since  most  donors  did  not  distinguish  between  these  two  methods,  they  were 
budgeted  together.  Approximately  half  of  the  $25.3  million  was  spent  on  each  implant 
system. 

(2)  The  cost  of  introduction  of  NORPLANT®  implants  into  developing  countries. 

(3)  The  cost  to  develop  manufacturing  procedures  for  NORPLANT®  and  NOR- 
PLANT® implants. 

(4)  This  is  a  minimal  estimate  of  the  cost  of  levonorgestrel  development  and  mainte- 
nance of  its  drug  files,  as  well  as  the  estimated  cost  of  NORPLANT®  implant  introduc- 
tion into  the  private  sector. 
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Table  2 


DEVELOPMENT  AND  INTRODUCTION  OF 
NORPLANT®  AND  NORPLANT®  U  IMPLANTS 


Contributors  to  NORPLANT®  Implant  Development 

Governments 

International  Development  Research  Centre  of  Canada 

U.S.  Agency  for  International  Development 

Foundations,  Trusts 

Ford  Foundation 

Rockefeller  Foundation 

The  Andrew  W.  Mellon  Foundation 

George  Frederick  Jewett  Foundation 

General  Service  Foundation 

Estate/Charitable  Tiiist  of  Abby  R.  Mauze 

United  Nations  Population  Fund 

Individual  Donors 

George  J.  Hecht 

Aaron  Fischer 

Mr.  and  Mrs.  Burton  G.  Tremaine 

J.  Crews 

Rockefeller  Family  Members 

Wyeth-Ayerst  Laboratories 

The  Population  Council 


Contributors  to  NORPLANT®  Implant  Introduction 

Governments 

Finnish  International  Development  Agency 
International  Development  Research  Centre  of  Canada 
U.S.  Agency  for  International  Development 

Foundations 

General  Service  Foundation 
Hewlett  Foundation 
Rockefeller  Foundation 

United  Nations  Population  Fund 

Non-Government  Organizations 

Population  Crisis  Committee 
The  Population  Council 


164 


tional  Development  (US/AID)  was  the  only  source  of  funds  from  the  U.S.  government 
that  contributed  to  R&D  and  introduction  (Table  2).  Based  on  the  infomiation  in  Table  1, 
US/AID  provided  37.5  percent  of  the  funds  spent  by  the  Council  for  its  R&D  activities, 
41  percent  of  the  $41.3  million  spent  by  the  Council  for  R&D  plus  introduction  through 
the  end  of  1993,  and  approjumately  15  percent  of  tlie  >  $114.3  million  for  die  overall 
cost  of  these  contraceptive  in^lants. 

c.  Collaborators  in  implant  development: 

The  contributors  to  NORPLANT®  and  NORPLANT®  n  implant  R&D  by  die 
Council  included  two  governments,  six  foundations,  and  at  least  six  individuals  —  in  all, 
more  than  16  different  donors  (Table  2).  Of  this  group,  only  the  Rockefeller  Foundation 
and  the  Council  funded  the  development  of  the  contraceptive  implants  from  the  begin- 
ning to  the  present.  Fortunately,  new  donors  were  recruited  periodically  over  the  years 
as  others  dropped  out.  For  example,  funding  by  US/AID  began  in  1983  when  the  NOR- 
PLANT® method  was  approved  by  the  Finnish  regulatory  agency,  and  other  donors  dis- 
continued thinking  that  the  project  was  completed.  In  the  end,  it  was  a  few  tenacious 
scientists  at  the  Council  and  a  large  group  of  equally  tenacious  donors  who  brought  this 
project  to  ftuition.  Just  as  progress  on  NORPLANT®  and  NORPLANT®  II  implant 
R&D  attracted  new  donors  to  the  Council's  efforts,  these  activities  also  leveraged  support 
from  Leiras,  Wyeth.  and  other  companies  that  spent  large  sums  of  money  on  manufactur- 
ing procedures  and  introduction  into  private  and  public  sector  markets.  Thus,  the  total 
cost  for  all  development  activities  exceeds  $100  million  (Table  1). 

The  funding  sources  listed  in  Table  2  give  some  sense  of  the  collaborative  effort  that 
led  to  the  development  of  NORPLANT®  implants.  The  Council  could  not  have  com- 
pleted this  project  without  the  cooperation  of  its  many  donors  and  industry.  The  funds  of 
government  and  non-government  donors  allowed  the  Council  to  make  progress  along  the 
development  path.  The  innovations  of  Council  scientists  backed  by  the  early  investment 
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of  the  public  sector  donors  established  the  concept.  However,  without  technology 
transfer  to  Leiras,  the  manufacturing  process  would  not  have  been  completed;  without 
Wyeth,  there  would  have  been  no  levonorgestrel  for  implant  development.  With  all  ele- 
ments working  in  a  coordinated  manner,  contraceptive  implants  were  invented,  tested, 
and  introduced.  All  can  be  proud  of  their  part  in  this  achievement. 

2.  The  role  of  industry  in  the  development  of  NORPLANT®  in^lants: 
a.  The  role  of  Wyeth: 

In  1969,  Council  staff  requested  Wyeth  to  allow  the  Council  to  use  its  newly 
developed  progestin,  levonorgestrel,  to  develop  long-acting  contraceptives  for  the  public 
sector  in  developing  countries.  Dr.  Richard  Bogash,  then  Director  of  Research  at  Wyeth, 
was  intrigued  with  the  Council's  ideas  and  encouraged  Wyeth  to  license  the  Council  to 
use  levonorgestrel  for  public  sector  contraceptive  development,  and  to  allow  Wyeth  staff 
to  cooperate  with  the  Council  in  its  endeavors.  Wyeth's  decision  to  allow  the  Council  to 
develop  implants  with  levonorgestrel  is,  to  my  knowledge,  an  unprecedented  event  in  the 
pharmaceutical  industry.  It  is  very  unusual  for  a  company  to  trust  a  valuable,  commer- 
cial property,  such  as  levonorgestrel,  to  a  public  sector  organization,  such  as  the  Council, 
out  of  concern  that  the  reputation  of  the  drug  in  question  might  be  ruined.  The  Council 
has  never  been  able  to  obtain  the  right  to  use  any  other  drug  under  the  same  terms  as 
allowed  by  Wyeth  for  the  use  of  levonorgestrel. 

In  its  agreement  with  the  Council,  Wyeth  agreed  to  supply  the  drug  that  was  needed 
for  the  Council  to  develop  contraceptive  implants.  Wyeth  also  provided  the  knowledge 
that  it  had  developed  on  levonorgestrel,  including  all  preclinical  toxicology  and  phar- 
macology data.  It  also  worked  out  the  dose  required  for  progestin-only  contraception 
and  tested  this  in  Phase  m  clinical  trials  which  led  to  the  approval  of  the  levonorgestrel 
mini-pill  that  is  sold  in  the  United  States  and  other  countries.    For  its  contraceptive 
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implant,  the  CouncU  was  able  to  use  an  extensively  studied  drug  that  was  already  proven 
to  be  safe  and  effective.  Furthermore,  the  Council  was  permitted  to  use  levonorgestrel 
not  only  for  NORPLANT®  but  also  for  NORPLANT®  n  implants  for  public  sector  use 
in  developing  countries.  The  Council  was  only  required  to  inform  Wycth  of  its 
discoveries,  and  Wyeth  retained  the  right  to  market  these  products  to  the  private  sector 
on  a  worldwide  basis  if  they  elected  to  do  so.  Wyedi  agreed  to  supply  products 
developed  by  the  Council  to  public  sector  markets  even  if  Wyeth  chose  not  to  market  to 
the  private  sector. 

When  the  NORPLANT®  implant  system  showed  promise  in  clinical  trials,  the 
Council  approached  Wyeth  and  asked  it  to  establish  a  manufacturing  process  for  implants 
so  that  the  public  sector  in  developing  countries  could  be  supplied.  At  that  time,  Wyeth 
was  not  yet  certain  that  they  wished  to  manufacture  and  market  contraceptive  implants. 
As  a  consequence,  they  permitted  the  Council  to  transfer  the  manufacturing  process  for 
NORPLANT®  and  NORPLANT®  II  implants  to  Leiras  so  as  to  assure  a  supply  of  this 
contraceptive. 

b.  The  role  of  Leiras  in  the  development  of  NORPLANT®  implants: 

The  CouncU  approached  several  pharmaceutical  companies  to  determine  if  they 
wished  to  manufacmre  NORPLANT®  implants.  None  were  interested.  A  CouncU  con- 
sultant persuaded  Leiras,  a  company  in  Finland,  to  agree  to  be  the  manufacturer  for 
NORPLANT®  and  NORPLANT®  n  implants  and  devote  factory  space  to  produce  this 
product.  They  then  immediately  began  to  automate  the  manufacturing  procedures  for  the 
production  of  implants.  This  effort  continues. 

The  Council  licensed  Leiras  to  distribute  in  the  public  sector  throughout  the  world, 
and  Wyeth  licensed  Leiras  to  distribute  in  the  private  sector  in  Finland,  Sweden,  and 
other  countries.  In  order  for  Leiras  to  distribute  implants  in  developing  countries,  it  was 
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important  that  the  implants  be  approved  for  sale  in  the  country  of  manufacture  and  in  at 
least  one  other  European  country.  The  public  sector  supplied  by  Leiras  was  in  develop- 
ing countries  as  no  public  sector  market  exists  in  Western  Europe.  Wyeth  retained  mark- 
eting rights  for  the  United  States  and  Canada. 

c.  Why  is  there  no  public  sector  price  for  NORPLANT®  implants  in  the  U.S. 7 

As  noted  above,  Leiras  has  the  right  to  distribute  to  the  public  sector  throughout  the 
world  and  in  the  private  sector  in  some  countries.  Wyeth  has  the  right  to  distribute  in 
both  the  private  and  public  sector  in  the  U.S.  and  Canada.  The  Council  negotiated  with 
Wyeth  to  have  a  public  sector  price  at  the  time  the  product  was  introduced  into  the  U.S. 
market.  This  was  not  possible.  Wyeth  has  agreed  to  a  public  sector  price  that  will  begin 
two  years  from  now. 

3.  The  Coimcil's  policy  on  royalties: 

The  Population  CouncU  began  its  contraceptive  development  program  in  the  1960s. 
Early  in  the  history  of  this  program,  the  Council  granted  royalty-free  licenses  to  all  the 
original  manufacturers  of  Copper  T  lUDs.  Approximately  50  million  Copper  T  lUDs 
were  distributed  without  any  return  to  the  public  sector.  One  of  our  early  donors  indi- 
cated that  if  the  Council  was  reluctant  to  receive  royalties,  the  Council  should  assign  the 
royalties  to  donors  so  that  the  donors  could  use  these  proceeds  firom  public  sector 
research  to  support  further  contraceptive  development.  The  United  Nations  Population 
Fund,  a  major  Council  donor  as  well  as  purchaser  of  the  Council's  contraceptives,  indi- 
cated that  it  was  appropriate  for  the  Council  to  charge  royalties  on  the  products  that  the 
Council  developed  so  long  as  these  funds  were  used  to  support  research.  Other  donors 
indicated  that  industry  should  not  get  a  free  ride  from  the  public  sector.  Thus,  the  Cotm- 
cil  decided  to  adopt  a  policy  whereby  royalties  would  be  collected  on  all  products  and 
the  monies  used  to  finance  additional  research  on  contraceptives.  Consistent  with  this 
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policy,  the  Council  collects  a  royalty  from  Wyeth  proportional  to  sales  revenues.  The 
royalty  percentage  is  small  and  is  not  a  major  factor  in  sales  price. 

4.  The  future  of  contraceptive  development  in  the  United  States: 

This  Committee  is  rightly  concerned  about  the  future  of  contraceptive  research  in 
this  coimtry.  Who  will  conduct  this  research?  Why  will  pay  for  it?  What  are  the  imped- 
iments to  research,  and  how  does  one  reconcile  public  investment  with  private  profit? 

a.  The  role  of  industry  in  the  development  process: 

When  discussing  the  respective  roles  of  industry  and  public  sector  laboratories  in 
contraceptive  development,  in  1979,  Carl  Djerassi  wrote,  "Except  for  a  few  special  vac- 
cines, essentially  all  modem  prescription  drugs  have  been  developed  by  pharmaceutical 
companies.  I  know  of  no  case  in  which  all  of  the  work  (chemistry,  biology,  toxicology, 
formulation,  analytical  studies,  and  clinical  studies  through  Phase  m)  leading  to  govern- 
ment £^proval  of  a  drug  was  performed  by  a  government  laboratory,  a  medical  school,  or 
not-for-profit  research  institute."  (1) 

In  the  1970s,  many  pharmaceutical  companies  dismantled  their  R&D  for  contracep- 
tion, partly  due  to  the  belief  that  it  would  be  difficult  to  improve  on  contraceptive  pUls, 
and  partly  due  to  several  disincentives,  including  the  long  development  time  relative  to 
the  duration  of  patent  protection;  concern  over  the  health  effects  of  contraceptives;  pro- 
gressive increase  in  litigation  coupled  with  a  decrease  in  the  public's  tolerance  for  risk; 
and  difficulty  in  obtaining  product  and  professional  liability  insurance.  (2)  Over  the  last 
ten  years,  several  of  these  disincentives  have  been  removed  and  research  suggested  that 
new  drug  delivery  systems  could  be  used  as  the  basis  for  highly  efifective  contraceptives, 
including  implants,  contraceptive  rings,  lUDs,  and  transdermal  delivery  systems.  The 
success  of  NORPLANT®  has  served  to  reinforce  this  impression.  Thus,  several  pharma- 
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ceutical  companies  have  renewed  interest  in  contraceptive  research  and  are  replenishing 
tlieir  depleted  staffs  so  that  work  can  again  be  done  in  reproductive  science.  It  will  be 
several  years,  however,  before  industrial  R&D  will  produce  new  products. 

The  Council's  laboratory  can  perform  all  of  the  development  tasks  required  to 
develop  an  idea  into  a  product  that  is  registered  with  the  FDA,  however,  the  Council  can- 
not manufacture  and  market  finished  produas.  Only  industry  can  carry  out  these  latter 
tasks.  The  development  of  NORPLANT®  implants  is  a  success  story  that  illustrates  that 
a  not-for-profit  research  organization,  such  as  the  Council,  can  collaborate  with  govern- 
ment as  well  as  non-govemment  public  sector  donors  and  industry  to  produce,  test,  and 
introduce  a  new  contraceptive. 

The  Council  is  currently  working  on  many  new  contraceptive  technologies.  These 
can  never  be  used  by  the  public  unless  industry  assumes  part  of  the  cost,  develops  the 
manufacturing  procedures,  and  distributes  the  product  to  the  public.  Thus,  in  the  foresee- 
able future,  it  will  be  important  for  industry  and  not-for-profit  research  organizations  to 
continue  to  work  together  to  bring  new  products  into  the  development  pipeline. 

b.  Impediments  to  contraceptive  development  by  public  sector  organizations: 

Funding:  The  major  barrier  to  contraceptive  development  is  that  sufficient  funds  do 
not  exist  to  support  the  lengthy  development  process.  Part  of  the  reason  for  the  long 
development  time  required  for  NORPLANT®  implants  is  that  on  many  occasions,  funds 
to  perform  the  development  tasks  in  a  given  year  did  not  exist.  At  present,  existing  pub- 
lic sector  contraceptive  development  programs  remain  underfunded.  There  is  general 
recognition  that  work  in  this  field  has  a  very  low  priority  on  the  U.S.  research  agenda.  It 
is  therefore  difficult  to  maintain  an  R&D  program  and  to  entice  new  investigators  into 
this  field. 
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The  US/AID  budget  for  contraceptive  research  has  averaged  $15  million  per  year 
for  the  past  five  years.  The  contraceptive  development  budget  of  the  National  Institute  of 
Child  Health  and  Human  Development  of  the  NIH  has  been  relatively  flat  from  1972  to 
1990,  averaging  $7.4  million  per  year.  From  1991  to  1993,  there  was  an  average  increase 
of  $12.9  million  widi  the  creation  of  three  NIH-funded  contraceptive  centers.  These 
centers  had  budget  reductions  as  high  as  50  percent  between  1992  and  1993  rather  than 
the  proposed  expansion.  This  is  not  impropriate  funding  if  products  are  to  be  developed 
that  can  be  used  by  a  majority  of  fertile  individuals  in  the  United  States. 

Insurance:  Product  and  professional  liability  insurance  is  available  on  a  cyclic  basis 
to  public  sector  organizations  that  wish  to  do  clinical  trials  on  new  contraceptive  pro- 
ducts. Since  the  U.S.  government  does  not  directly  insure  clinical  research,  it  must  make 
sure  that  funds  are  available  from  the  government  or  other  sources  to  purchase  insurance 
for  government-funded  trials.  Public  sector  research  organizations  must  make  sure  that 
their  industrial  parmers  are  capable  and  willing  to  provide  liability  insurance  once  the 
product  is  marketed  since  only  a  large,  established  con^any  can  provide  sufficient 
indemnification. 

c.  Impediments  to  the  availability  of  contt-aceptives: 

In  the  future,  there  will  be  many  contraceptives  and  other  products  that  will  not  be 
developed,  or  if  they  are  developed,  they  may  not  be  available  to  the  public  without  tort 
reform.  U.S.  law  now  allows  the  public  to  recover  damages  far  in  excess  of  injury.  The 
enormous  sums  that  are  being  sought  by  users  of  breast  implants  is  a  case  in  point.  Fear 
of  excessive  liability  is  causing  suppliers  of  plastics  and  other  polymers  to  withdraw 
these  materials  from  the  market.  I  recently  led  a  delegation  of  public  sector  organiza- 
tions and  pharmaceutical  companies  to  visit  a  large  supplier  of  polymer  that  is  used  in  the 
manufacture  of  one  of  the  most  widely  used  contraceptives  in  the  world.  This  conpany 
is  removing  this  essential  component  from  the  market  because  of  liability  concerns.  We 
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pointed  out  that  there  were  25  years  of  experience  in  millions  of  women  to  show  that  the 
material  in  question  did  not  pose  a  risk  to  women  or  the  company.  Furthermore,  unless 
the  contraceptive  manufactured  with  this  polymer  was  available,  it  would  be  difficult  for 
women  in  developing  countries  to  control  their  fertility  and  it  may  not  be  possible  for  the 
population  of  the  world  to  plateau  at  10  billion  people.  The  company  was  sympathetic  to 
our  argument  but  pointed  out  that  the  legal  system  was  out  of  control  since  they  stood  to 
lose  billions  of  dollars  on  such  a  product  even  though  it  had  a  safety  record  of  25  years. 
Thus,  hundreds  of  biomedical  products  made  with  this  and  other  polymers,  including 
heart  valves,  vascular  graphs,  contraceptives,  etc.,  are  being  removed  from  the  market 
despite  having  performed  safely  and  effectively  for  years.  Companies  that  market  such 
devices  feel  that  when  they  complain  to  Congress,  they  are  viewed  as  self-serving.  From 
my  own  experience,  I  know  that  contraceptives  and  other  medical  devices  cannot  be 
developed  unless  these  barriers  to  R«&D  are  removed.  As  a  concerned  citizen,  I  would 
therefore  request  that  consideration  be  given  to  tort  reform  to  ensure  that  recovery  on  a 
claim  is  related  to  actual  injury. 

d.  The  role  of  the  federal  government  in  future  development: 

Increased  funding:  As  noted  above,  the  field  of  contraceptive  development  has 
been  grossly  under-funded  for  20  years.  There  should  be  a  serious  effort  made  to  rectify 
this  situation.  At  least  $60  million  per  annum  should  be  made  available  tlirough  the 
NIH's  contraceptive  development  program. 

Encourage  technology  transfer:  If  the  public  is  to  benefit  from  the  ongoing 
scientific  revolution,  technology  transfer  must  occur.  This  will  create  new  industry,  pro- 
vide jobs,  and  increase  the  competitiveness  of  the  United  States  in  the  world  market. 
Until  1980,  there  were  laws  that  discouraged  the  use  of  federally  funded  research  by 
industry.  The  removal  of  these  barriers  has  greatly  facilitated  technology  transfer  from 
the  public  to  the  private  sector.  The  U.S.  public  has  every  right  to  believe  that  they  will 
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continue  to  benefit  from  the  fruits  of  science.  The  only  practical  way  for  this  to  occur  is 
for  products  to  be  manufactured  and  marketed  by  industry.  Unless  someone  can  create  a 
better  system,  successful  technology  transfer  will  result  in  profit  to  the  company  that 
markets  the  product.  The  only  other  economic  system  that  operated  on  different  princi- 
ples recently  collapsed  in  Eastem  Europe. 

Protecting  public  investment:  Since  the  public  has  invested  in  research,  one  could 
argue  that  if  a  product  developed  with  public  funds  is  marketed,  part  of  the  profit  should 
flow  back  into  public  sector  organizations.  I  would  propose  that  such  funds  be  used  to 
finance  additional  research  and  development.  A  mechanism  by  which  this  could  occur  is 
to  ensure  that  when  public  sector  technology  is  transferred  to  industry,  the  developers 
receive  a  licensing  fee  and/or  royalty.  The  government  should  then  require  that  60  to  70 
percent  of  the  monies  from  royalties  plus  licensing  fees  be  used  to  pay  the  direct  cost  of 
public  sector  research.  The  remainder  of  the  royalty  (i.e.,  20  to  30  percent)  could  then  be 
distributed  to  the  inventors  and  to  pay  indirect  costs.  Such  an  approach  could  increase 
the  public  sector  research  effort  in  direct  proportion  to  the  commercial  success  of  the 
product.  In  some  instances,  the  return  to  the  public  will  be  greater  than  the  investment  in 
the  product  made  by  the  government  and  perhaps  other  public  sector  organizations.  By 
using  these  principles,  the  Council  believes  that  sufficient  funds  will  be  returned  to  the 
development  process  to  match  the  funds  government  provided  for  NORPLANT® 
development. 

Define  the  public  sector:  It  has  been  relatively  easy  to  define  the  public  sector 
market  in  developing  countries  and  to  negotiate  a  public  sector  price  in  such  countries. 
By  contrast,  a  public  sector  has  not  yet  been  identified  in  Western  Europe.  Thus,  there  is 
no  public  sector  price;  there  is  one  price  paid  by  government.  In  the  United  States,  the 
situation  is  less  clear  because  of  the  Omnibus  Budget  Reconciliation  Act  of  1990  which 
included  language  on  Medicaid  prices,  and  because  of  the  multiple  health  care  reform 
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plans  that  are  currently  under  consideration.  The  Council  currently  finds  it  extremely 
difficult  to  negotiate  a  public  sector  price  without  better  definition  of  the  public  sector. 
For  example,  some  would  consider  Medicaid,  the  Veterans  Administration,  and  other 
government  agencies  as  the  public  sector,  others  would  define  Planned  Parenthood  and 
Title  10  clinics  as  the  public  sector,  and  still  others  would  consider  all  of  the  above.  In 
view  of  this  lack  of  definition,  it  has  been  difficult  to  negotiate  a  public  sector  price  with 
industry. 
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I  am  Dr.  Marc  Deitch,  Vice  President,  Medical  Affairs  and 
Medical  Director  of  Wyeth-Ayerst  Laboratories.  Wyeth-Ayerst  is  a 
recognized  leader  in  women's  healthcare  products,  including 
contraceptives.  We  are  proud  that  our  half -century  research, 
development  and  educational  efforts  in  this  area  have  resulted  in 
a  number  of  important  products  now  available  to  women,  and  we  are 
very  hopeful  that  our  recently  expanded  and  refocused  efforts  will 
continue  to  bear  fruit.  I  hope  to  be  able  during  my  testimony 
before  the  subcommittee  to  discuss  our  women's  healthcare  commit- 
ment in  more  detail. 

Our  commitment  to  contraceptives,  in  particular,  has  not 
always  been  easy.  It  is  a  commitment  most  other  pharmaceutical 
manufacturers  have  quite  consciously  declined  to  make. 

As  you  know  so  well,  Chairman  Wyden,  over  the  last  several 
decades  there  has  been  an  acute  lack  of  research  by  the  private 
sector  on  contraceptive  products.  The  reason  for  it  can  be 
summarized  thus:   All  pharmaceutical  research  and  development  is 
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risky;  contraceptive  research  and  development  is  particularly 
risky.  The  perceived  unfavorable  risk/reward  ratio  has  led 
pharmaceutical  companies  to  commit  their  capital  elsewhere. 

The  market's  special  risks  are  well  recognized  but  difficult 
to  avoid.  Liability  is  one.  Plaintiffs'  lawyers  seem  to  have  an 
affinity  for  products  linked  to  reproduction,  and  what  may  at  first 
appear  to  be  a  reasonable  return  can  become  an  economic  drain  after 
decades  of  litigation. 

More  fundamentally,  contraceptive  products  are  politically  and 
socially  controversial,  and  that  controversy  can  result  in  an 
almost  endless  series  of  problems  for  a  pharmaceutical  company. 
Some  people,  for  instance,  believe  the  products  are  social  evils 
that  should  not  be  sold  at  all;  others  believe  that  they  are  social 
goods  that  should  be  priced  as  a  non-profit  public  service. 

To  some  extent  the  latter  attitude  is  reflected,  I  believe,  by 
some  of  the  sincere  and  well  meaning  public  sector  contraceptive- 
promotion  groups  who  have  criticized  the  price  of  Norplant. 

I  ask  the  Subcommittee  to  step  back  and  attempt  to  view  the 
matter  in  broad  perspective.  Sitting  here  today,  it's  easy  to  view 
Norplant  as  a  breakthrough  product  —  the  first  breakthrough 
contraceptive  in  3  0  years.   It  is  clear  now  that  for  many  women  it 
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holds  significant  advantages  over  existing  contraceptive  options. 
However,  look  at  Norplant  from  the  perspective  we  did  in  1991. 
Norplant  was  anything  but  an  obvious  success.  The  product  had 
failed  to  be  widely  accepted  in  industrialized  countries  despite 
many  years  on  the  market.  And  most  analysts  viewed  its  potential 
in  the  U.S.  as  modest  at  best.  We  believe  that  Norplant's  success 
in  the  U.S.  is  to  a  certain  measure  due  to  the  investment  Wyeth- 
Ayerst  made  and  the  risks  we've  taken  in  making  the  product 
available  in  the  U.S.  with  a  genuinely  unprecedented  level  of 
educational  support  and  training  for  healthcare  professionals. 

The  Norplant  System's  safety  and  efficacy  is  equal  to  oral 
contraceptives  yet  it  eliminates  the  critical  "compliance"  issues 
of  oral  contraceptives,  it  is  more  effective  than  both  lUDs  and 
barrier  methods,  and  it  enables  users  and  society  to  realize  the 
benefits  of  reduced  contraceptive  failure,  as  well  as  fewer  tubal 
ligations.  The  success  of  Norplant  continues  to  contribute  to  a 
reduction  in  unintended  pregnancies.  Since  1991,  the  Norplant 
System  has  produced  a  net  savings  to  the  healthcare  system  of 
nearly  $300  million  in  costs  that  would  have  been  incurred  as  a 
result  of  contraceptive  failures  by  users  of  other  methods, 
including  the  medical  costs  associated  with  such  pregnancies. 

-  •  Wyeth-Ayerst  sells  the  Norplant  System  in  this  country  for 
$365.    This  comes  out  to  20C  a  day  over  its  five-year  life, 
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considerably  less  than  the  price  of  oral  contraceptives.  As  the 
attached  charts  illustrate,  even  when  its  insertion  and  removal 
costs  are  factored  in,  Norplant's  cost  falls  in  the  middle  of  the 
spectrum  of  available  contraceptive  options,  including  spermicidal 
foams,  condoms,  diaphragms,  and  oral  contraceptives. 

I  can  think  of  no  other  segment  of  the  pharmaceutical  industry 
—  nor  indeed  any  industry  —  in  which  a  breakthrough  product 
having  this  relative  price  profile  would  be  considered  overpriced. 
If  a  company  cannot  hope  to  price  a  significantly  improved  product 
at  a  price  at  least  equal  to  the  existing  options  in  a  mature  and 
competitive  market,  potential  corporate  investors  will  have  little 
incentive  to  invest  in  product  development  in  that  market. 

One  cannot  both  decry  the  dearth  of  private  sector  investment 
in  contraceptive  research  and  decry  the  price  of  the  Norplant 
System  as  excessive.  As  an  economic  matter,  the  two  are  not 
compatible.   We  cannot  have  it  both  ways. 

We  recognize  that  though  Norplant  is  a  reasonably  priced 
contraceptive  option,  there  are  women  who  want  it  but  may  not  be 
able  to  afford  it,  or  at  least  who  cannot  afford  it  without 
difficulty.  Wyeth-Ayerst  has  recognized  this  issue  and  moved  to 
address  it  in  1992  through  establishment  of  the  Norplafit  F6tifida- 
tion.  The  Foundation  has  already  made  Norplant  available  to  12,000 
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women  free  of  charge,  and  Wyeth-Ayerst  has  committed  assistance 
valued  at  $8.4  million  through  1994.  Wyeth-Ayerst  also  produced 
the  cost  effectiveness  data  which  led  to  Norplant's  coverage  by 
Medicaid,  HMOs  and  private  insurers  —  entities  which  usually  will 
not  cover  the  less  cost-effective  contraceptives. 

Let  me  turn  now  to  the  issue  of  the  Population  Council's  role 
in  the  development  of  Norplant.  A  significant  part  of  the  research 
leading  to  Norplant's  development  —  that  relating  to  the  implant 
delivery  system  itself  —  was  conducted  by  the  Population  Council, 
largely  with  support  from  private  foundations.  Government  funding 
played  a  small  part  in  Norplant's  development.  Norplant's 
development  was  supported  by  private  industry  as  well,  including 
Wyeth-Ayerst 's  contribution  of  its  patented  hormone  levonorgestrel 
and  the  extensive  scientific  data  on  its  safety  and  efficacy. 

If  a  nonprofit  or  public  entity  develops  a  marketable  product 
on  its  own,  it,  of  course,  should  bring  it  to  the  market  in 
whatever  fashion  it  believes  best  serves  its  charter.  That  could 
involve  a  licensing  arrangement  with  a  private  enterprise,  the 
terms  of  which  could  include  licensing  fees  or  price  agreements  or 
discounts  or  any  combination  of  these. 

If  the  nonprofit  or  public  entity  develops  part  of  a  product, 
another  essential  part  of  which  is  the  property  of  a  private 
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enterprise,  the  same  process  —  negotiation  —  should  take  place. 
The  only  difference  would  be  that,  generally,  the  company  would 
come  to  the  table  with  more  to  offer  than  if  it  had  no  role  in  the 
development  of  the  product. 

It  is  this  latter  scenario  that  applies  in  the  case  of 
Norplant.  The  Population  Council  developed  the  delivery  system  — 
the  implantable  capsules.  The  hormone  which  the  capsules  deliver, 
levonorgestrel ,  was  developed  by  Wyeth-Ayerst .  The  arrangement 
struck  by  Wyeth-Ayerst  and  the  Population  Council  was  fair  and 
reasonable  from  both  parties'  perspective  —  and  it  must  be  judged, 
like  any  contract,  by  the  considerations  and  uncertainties  the 
parties  faced  at  the  time. 

Many  within  Wyeth-Ayerst,  like  many  outside  the  company, 
doubted  that  the  product,  while  safe  and  effective,  would  be 
successful  in  the  marketplace.  It  had  not  been  widely  accepted  in 
Europe.  Many  worried  about  the  necessity  of  insertion  and  removal 
by  medical  personnel,  about  public  acceptance  of  a  five-year 
contraceptive,  and  about  the  general  social  controversy  Norplant 
would  face.  Coupled  with  this  was  the  fact  that  Wyeth-Ayerst  would 
have  to  create  the  market,  with  an  unprecedented  and  expensive 
program  to  educate  physicians  and  other  healthcare  providers  on  the 
product  and  its  insertion  and  removal.  In  short,  Wyeth-Ayerst 's 
decision  to  commit  to  Norplant  was  risky  and  controversial. 
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There  are  three  principal  elements  of  the  arrangement  between 
Wyeth-Ayerst  and  the  Population  Council:  1)  a  licensing  fee,  2) 
public-sector  discounting,  and  3)  assumption  of  liability  by  Wyeth- 
Ayerst.  For  the  first  five  years  after  FDA  approval,  during  which 
Wyeth-Ayerst  had  to  create  the  market  for  this  product,  Wyeth- 
Ayerst  would  pay  the  Population  Council  a  licensing  fee;  after  five 
years  Wyeth-Ayerst  would  also  provide  a  public  sector  discount. 

Let  me  now  address  directly,  but  briefly,  two  other  issues  you 
have  raised,  Mr.  Chairman.  Our  "one  price"  policy  for  the  Norplant 
System  and  the  comparison  of  the  Norplant  System  U.S.  price  with 
foreign  prices. 

On  our  "one  price"  policy: 

First,  the  "no  discount"  policy  is  actually  the  initial  phase 
of  a  two-part  plan.  The  policy  applies  during  the  five-year  period 
after  FDA-approval  of  the  product.  Thereafter,  under  our  agreement 
with  the  Population  Council,  there  will  be  a  discount. 

Second,  the  one-price  policy  was  necessitated  by  the  unique 
nature  of  Norplant.  To  be  widely  accepted  in  the  public  sector, 
Wyeth-Ayerst  understood  that  Norplant  also  had  to  be  widely 
accepted  in  the  private  sector.  If  the  product  came  to  be  seen 
simply  as  a  product  for  public  sector  clinics  and  lower  income 
users,  we  knew  it  would  not  be  well  accepted  anywhere.   We  knew  we 
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had  to  achieve  a  pricing  system  for  Norplant  that  did  not  disrupt 
the  doctor-patient  relationship  and  which  fostered  and  maintained 
private  sector  interest  in  the  product.  Market  experience  has 
borne  this  out.  Wyeth-Ayerst  set  out  to  make  Norplant  a  mainstream 
contraceptive  and  it  has  so  far  succeeded. 

We  believe  the  concerns  about  a  public  sector  discount 
disrupting  private  sector  use  of  Norplant  are  well  founded  because 
Norplant  is  paid  for  up  front.  Patients  might  be  tempted  to  leave 
their  personal  physicians  to  purchase  Norplant  at  a  discount  in  a 
public  clinic.  Similarly,  there  would  be  no  incentive  for 
physicians  to  take  the  time  to  learn  the  insertion  and  removal 
procedures  and  to  become  familiar  with  the  product. 

Wyeth-Ayerst  has  expended  great  effort  and  resources  in 
training  physicians  and  other  healthcare  professionals.  Physicians 
do  not  just  prescribe  Norplant.  They  have  to  buy  it  as  well  as 
insert  it. 

Two-tiered  pricing  of  a  product  like  Norplant  would  also 
encourage  HMOs  and  insurance  companies  to  deny  coverage  and  steer 
patients  to  public  clinic  alternatives.  For  the  private  market  to 
take  hold  and  to  sustain  itself,  especially  initially,  it  must  not 
be- undermined  by  a  less  expensive  public  sector  alternative.  It  is 
essential  to  remember  that  in  a  market  system  where  investors' 
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willingness  depends  on  total  realized  economic  returns,  a  large 
"discounted"  public  sector  inevitably  requires  a  higher  priced 
private  sector. 

Finally,  let  me  address  the  "foreign  price"  issue.  There  is 
considerable  misinformation  circulating  on  this  issue  and  I  hope  I 
can  clarify  the  real  facts  of  the  situation.  The  press,  for 
instance,  has  reported  that  Norplant  is  sold  in  the  United  States 
for  $365  —  but  in  some  foreign  countries  for  $23.  This  is  an 
extreme  case  of  an  apples  and  oranges  comparison,  and  one  that  is 
fundamentally  misleading. 

First.  Wyeth-Ayerst  does  not  sell  Norplant  in  any  other 
country  or  participate  in  the  sale  of  Norplant  in  any  other 
country.  This  is  not,  therefore,  the  kind  of  comparative  price 
issue  normally  raised,  where  a  given  manufacturer  sells  a  drug  in 
the  United  States  at  one  price  and  in  another  country  at  a  much 
lower  price. 

Second,  the  product  sold  outside  the  U.S.  is  fundamentally 
different.  The  foreign  price  cited  represents  the  price  the 
manufacturer  charges  for  bulk  supply  of  the  capsules  only,  with 
none  of  the  associated  equipment  necessary  for  safe,  reversible 
insertion  (a  fully  sterilized  packet  of  six  Norplant  capsules, 
Norplant  trocar,   scalpel,   forceps,  syringe  and  needles,  skin 
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closures,  gauze  sponges,  bandage  and  surgical  drapes)  .  More 
importantly,  the  foreign  "product"  includes  none  of  the  physician 
training  essential  for  the  widespread  acceptance  of  Norplant. 
Wyeth-Ayerst  has  conducted  a  massive  and  on-going  effort  involving 
hands-on,  one-on-one  training  of  26,000  healthcare  professionals. 
At  3  00  centers  nationwide  healthcare  professionals  were  matched 
with  training  professionals  as  well  as  women  Norplant  recipients 
who  received  free  implants. 

Third,  the  extremely  low  price  quoted  in  the  press  is  not  a 
private  sector  price.  It  is  the  price  the  foreign  manufacturer,  by 
agreement  with  the  Population  Council,  makes  available  to  public 
sector  agencies  in  a  few  developing  countries.  A  much  fairer 
comparison  would  be  to  the  U.K.  price.  That  price  is  179  pounds  — 
$265  at  today's  low  exchange  rates.  At  more  typical  exchange 
rates,  the  U.K.  price  would  be  very  close  to  the  current  U.S. 
price. 

Fourth .  the  $23  figure  cited  in  the  press  is  not  even 

generally  representative  of  the  price  the  foreign  manufacturer 

charges  public  agencies  in  developing  countries.  Those  prices 
range  from  the  $23  cited  to  $120. 

Fifth.  Norplant  has  achieved  an  insubstantial  market  penetra- 
tion in  most  of  those  countries,  despite  the  low  bulk  price  for  the 
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capsules.  Because  of  Norplant's  unique  nature,  the  extensive 
training,  education  and  support  efforts  of  the  type  conducted  by 
Wyeth-Ayerst  in  this  country  are  essential  to  the  product's 
success. 

Let  me  conclude  by  addressing  the  issue  of  future  research  and 
development  in  contraceptives.  Wyeth-Ayerst  is  currently  engaged 
in  more  than  4  0  research  programs  that  focus  directly  on  women's 
health  issues.  Among  our  research  programs  are  other  new  contra- 
ceptives utilizing  innovative  delivery  systems  such  as  bioerodible 
or  biodegradable  implants.  We  have  further  strengthened  our 
commitment  by  establishing  the  Women's  Health  Institute  which 
addresses  the  special  healthcare  needs  of  women  in  all  aspects  of 
their  lives. 

I  know,  Mr.  Chairman,  that  you  and  other  advocates  for  women's 
reproductive  health  would  like  to  see  other  companies  join  Wyeth- 
Ayerst  in  its  vigorous  commitment  to  women's  health  care  and  to 
contraceptive  innovation.  But  I  can  assure  you  that,  if  a 
revolutionary  contraceptive  product,  facing  uncertain  prospects  at 
its  launch,  is  considered  overpriced  when  it  costs  less  than 
existing  inferior  competitive  options,  other  companies  will  not 
join  us. 
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I  will  be  delighted  to  respond  in  detail  on  these  points  and 
any  others  of  interest  to  Subcommittee  members. 
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KEAtrrV  FEMALE  CONDOM 
RESPONSE  TO  SUBCOMMITTEE  QUESTIONS 


Question  No.  1 

In  your  opinion  as  a  manufacturer  and  entrepreneur  in  the  field  of  contraceptive  products,  is 
enough  research  and  new  product  development  occurring  in  both  the  public  and  private  sector 
to  meet  the  needs  of  American  women?  If  not,  why  not? 

Response 

No,  there  is  not  enough  R&D  in  the  private  and  public  sector  devoted  to  certain  women's 
health  issues  particularly  contraception  and  the  prevention  of  sexually  transmitted  disease 
including  AIDS.   I  believe  the  principal  reasons  are  as  follows: 

•  There  are  significant  technical  barriers  to  identify  and  develop  new  or  improved 
products  to  prevent  conception  and  sexually  transmitted  disease  -  it's  not  an  easy 
process.   As  a  result,  this  area  of  R&D  is  perceived  as  intrinsically  high  risk. 

•  Second,  there  are  significant  regulatory  barriers:  1)  The  demands  of  testing  required, 
the  time  to  complete  the  studies,  and  the  related  costs  are  rigorous;  and  2)  The 
inability  of  the  system  to  react  with  alacrity  in  determining  the  approval  requirements 
for  a  totally  new  product.  In  our  case  there  was  much  debate  to  find  ways  to  reduce 
the  regulatory  demands  and  shorten  the  time  required. 

•  Third,  this  is  a  socially  controversial  area  with  potential  public  actions  that  have 
included  the  boycott  of  a  company's  products. 

•  Fourth,  is  the  product  liability  system  which  facilitates  speculative  suits  --  resulting 
in  awards  totally  unrelated  to  actual  damage.  As  a  result,  it  isn't  possible  to  obtain 
insurance  for  many  products  in  this  category  -  and  companies  must  self  insure. 

The  result  of  the  addition  of  the  last  three  risks  to  the  basic  technical  risk  has  been  the 
discontinuation  of  R&D  in  contraceptive  research  by  many  companies.  Currently,  to  our 
knowledge,  only  two  large  U.S.  companies  are  conducting  any  significant  level  of  research 
in  this  area.  Interesting  enough,  due  to  the  lesser  impact  outside  the  U.S.  of  the  last  three 
risks,  a  number  of  foreign  firms  continue  research  for  such  products. 

As  to  public  sector  funding  of  R&D,  in  general  these  funds  are  used  to  support  development 
programs  such  as  was  done  with  one  of  the  Phase  II  studies  for  the  RcAlitVf  female  condom. 
Innovation  and  funding  for  invention  of  new  products  largely  comes  from  private  individuals 
and  small  companies. 
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Question  No.  2 


Please  provide  the  subcommittee  with  your  insights  into  the  difficulties  that  you  had  -- 
regulatory,  liability,  conceptually  —  in  bringing  the  female  condom  to  the  U.S.  market  In  other 
words,  what  are  the  public  and  private  barriers  to  bring^  new  products  to  the  market,  andwhat 
policy  recommendations  can  you  make  to  assure  that  American  women  have  access  to  safe  and 
effective  contraceptives? 

Response 

In  1987  when  Wisconsin  Pharmacal  (WPC)  initiated  the  development  of  the  Rc^litij  female 
condom,  it  posted  revenues  of  approximately  $4.0  million  -  a  small  company.  The  company, 
its  officers,  employees  and  shareholders  took  an  enormous  risk  in  proceeding  with  the 
RcAliUf  project.  We  did  so  because  we  believed  RcAlit\j  would  be  the  first  product 
controlled  by  a  woman  that  would  give  women  the  opportunity  to  protect  themselves  against 
AIDS  and  other  STDs  as  well  as  unintended  pregnancy.  As  such,  RcAlitij  had  the  potential 
to  make  a  true  sociomedical  contribution  in  terms  of  prevention  and  reduction  of  health 
care  costs,  as  well  as  to  provide  a  fair  return  to  its  investors.  Due  to  the  small  size  of  WPC, 
all  the  initial  funding  came  from  private  investors  who  were  willing  to  take  the  risks. 

In  developing  Rc^lit^f.  WPC  encountered  three  extremely  difficult  and  interrelated  barriers: 

First  -  The  FDA  requirements  to  secure  approval  for  RcAlit\f  kept  changing.  We 
were  presented  with  a  constantly  moving  target.  In  late  1987,  WPC  was  advised  by 
FDA  that  a  510K  (the  same  procedure  used  for  male  condoms)  would  be  required 
to  secure  approval  of  Rcjklit\f.  WPC  estimated  this  would  require  about  $1.0  -  $1.5 
million  and  take  about  1  to  1  1/2  years  to  complete.  When  WPC  had  just  completed 
the  work  required  and  submitted  the  510K  (about  14  months  later),  the  FDA  decided 
to  reclassify  female  condoms  as  a  Class  III  device  and  require  a  Pre-Market 
Approval  (PMA).  This  device  classification  includes  such  technically  involved 
products  as  implanted  heart  pace  makers. 

A  PMA  is  intrinsically  more  complicated,  lengthy  and  costly.  It  includes  significantly 
more  requirements  prior  to  marketing  and  rigorous  product  labeling  and  reporting 
requirements.  However,  because  Rc^litif  was  the  first  product  in  the  new 
classification  of  female  condoms,  FDA  was  unable  to  provide  WPC  with  the  specific 
guidelines  or  requirements  that  would  be  required  to  secure  approval  of  a  PMA  for 
the  female  condom.  In  other  words,  the  classification  was  changed  without  the 
requirements  being  identified.  While  WPC  continued  to  meet  with  FDA  and  based 
on  these  discussions  continued  its  research  on  Rc^lit\j,  it  wasn't  until  two  years  after 
the  Class  III  device  decision  was  made  that  FDA  issued  official  guidelines  to  secure 
PMA  approval  for  "barrier  contraceptives  that  would  also  protect  against  STDs 
including  female  condoms".  That  was  more  than  three  years  from  the  time  WPC  first 
asked  FDA  what  we  had  to  do  to  secure  approval  for  RcAlittj.    The  net  result  to 
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WPC,  was  that  what  we  thought  (based  on  initial  advice  from  FDA)  would  be 
required  to  approve  RcAHt\<  --  $1.0  -  $1.5  million  and  1-11/2  years  ~  turned  out 
to  be  in  excess  of  $9.0  million  and  more  than  5  years.  This  was  due  basically  to  the 
ramifications  of  the  changing  regulatory  requirements.  Few  large  companies  would 
continue  to  invest  under  such  circumstances  and  few  small  companies  could  survive. 

Second  is  the  inability  of  our  system  to  respond  quickly  in  dealing  with  medically 
high  potential  and  truly  new  products.  RcAlitvj  clearly  had  the  potential  to  reduce 
human  suffering  and  health  care  cost  yet,  in  addition  to  the  changing  requirements, 
the  system  reacted  slowly  at  virtually  every  step  along  the  way.  This  continues  today. 
While  I  believe  the  FDA  is  working  diligently  to  finalize  all  their  reviews  to  move 
the  project  to  completion,  the  system  itself  is  so  crowded  with  projects  it  has  been 
impossible  for  the  FDA  staffers  to  keep  current.  I  believe  this  is  due  in  large  part 
to  the  numbers  and  levels  of  approvals  required  particularly  for  follow-up  issues  once 
the  basic  product  is  approved. 

Third  -  turning  to  the  private  sector  -  projects  such  as  HcAlitvf  require  significant 
capital.  Investors  realize  there  is  a  risk  such  new  products  may  not  work  or  be 
approved.  However,  the  changing  approval  requirements  and  system  delays  increase 
this  financial  risk.  As  a  result,  capital  is  more  difficult  to  find  to  support  such 
projects. 

In  WPC's  case,  raising  the  incremental  $8  million  wasn't  easy  and  investors  have  yet 
to  receive  any  return. 

Small  companies  may  go  bankrupt  not  due  to  the  product  failure  risk  -  but  due  to  the 
"process  of  approval  risk". 

This  clearly  discourages  entrepreneurs  from  developing  such  products.  I  also  believe 
that  it  discourages  more  established  companies  as  well.  Unlike  a  small  company,  a 
large  company  may  possess  significant  resources.  However,  it  will  allocate  them  to 
areas  that  offer  a  reasonable  risk/return  ratio.  Given  the  complex  risks  associated 
with  developing  the  female  condom,  I'd  bet  that  if  any  large  company  had  met  the 
hurdles  WPC  met,  it  would  have  elected  to  shift  its  investment  to  less  risky  areas  and 
the  female  condom  would  not  be  an  available  option  for  women  today. 
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Policy  Recommendations: 

The  system  must  be  changed  to: 

1.  Provide  sponsors  with  approval  requirements  in  a  prompt  and  specific 
manner.  If  this  doesn't  occur  within  a  specified  period,  the  sponsor  would 
receive  extended  exclusivity  for  each  day  after  the  period  until  it  received 
approval  requirements. 

2.  Requirements  for  new  products  should  be  clearly  thought  out  balancing 
risk/benefit  with  "the  traditional"  definition  of  what  studies  are  required. 

3.  Requirements  once  established  should  not  change  without  a  new  and 
important  scientific  basis  to  do  so.  If  requirements  are  changed  after  the 
initial  direction,  the  sponsor  should  receive  extended  exclusivity. 

4.  Create  incentives  for  fast  action  in  simply  administrating  applications. 

5.  Re-evaluate  FDA's  mission  by  creating  a  high  priority  and  focus  towards 
providing  products  which  address  today's  health  care  issues.  In  essence,  a 
new,  1990's  kind  of  thinking  to  meet  the  product  development  requirements 
expediently,  without  eliminating  the  requirement  to  establish  safety  and 
effectiveness. 

6.  Encourage  a  team  collaborative  approach  between  private  sector  R&D,  FDA 
and  public  sector  R&D  (such  as  NIH  and  the  CDC)  to  work  together  in 
establishing  high-priority  product  needs  and  the  approaches  to  identify  and 
develop  them. 

In  addition:   Eliminate  or  penalize  unsuccessful  speculative  law  suits.   Cap  awards 
that  exceed  actual  damages  incurred. 
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Question  No.  3 

The  HeaMt^  female  condom  has  unique  properties  in  that  t  can  prevent  sexually  transmitted 
diseased  Please  provide  the  subcommittee  with  your  thoughts  on  how  the  difference  in  the 
market  for  products  such  as  the  Re^lttii  female  condom,  and  other  methods  that  only  prevent 
conception. 

Response 

There  are  a  number  of  products  that  a  woman  may  use  to  prevent  conception. 

Prior  to  Rc^littf  there  was  only  one  product,  the  male  condom,  that  provided  protection 
against  AIDS  and  other  STDs  as  well  as  an  unintended  pregnancy.  Its  use  is  controlled  by 
the  male.  A  women  has  to  ask  the  male  to  use  it.  Negotiations  to  wear  a  male  condom  are 
difficult.  Once  asked,  many  men  refuse  (see  quote  at  the  end  of  this  question).  In  addition, 
its  use  is  disruptive  to  the  sex  act  in  that  arousal  and  erection  must  occur  for  proper  use. 

Rea^litif  is  the  first  and  to  date  only  product  that  the  woman  controls  to  protect  herself 
against  STDs  including  AIDS  and  unintended  pregnancy.  In  addition,  it  may  be  inserted 
prior  to  arousal  and  thus  is  less  disruptive  to  the  sex  act.  (See  Attachment  A  for  additional 
information  on  the  RcAlitvj  female  condom.) 

This  is  why  WPC  elected  to  develop  RcAlitvf.  We  believe,  empowering  women  with  an 
additional  option  will  contribute  to  the  public  health:  to  prevent  disease,  unintended 
pregnancy  and  reduce  health  care  cost. 

We  recognize  that  RcAlitvj,  like  other  products  in  this  category,  will  not  be  suitable  for  all 
women.  However,  we  believe  it  could  be  a  suitable  option  for  at  least  2-4%  of  sexually 
active  women  and,  as  such,  will  make  a  significant  public  health  contribution.  To  date,  we 
are  distributing  Rc^litxf  to  public  sector  clinics.  The  acceptability  in  the  public  sector  clinics 
has  been  quite  favorable,  particularly  by  women  who  want  to  use  a  preventive  method 
against  AIDS  and  other  STDS. 

Studies  showed  that  the  RcAlit\f  sheath  is  an  effective  barrier  to  HIV,  the  AIDS  virus.  In 
preventing  pregnancy,  clinical  studies  demonstrated  that  when  Rc^liUj  was  used  correctly 
with  every  sex  act  the  failure  rate  over  6  months  was  2.6%.  The  typical  use  failure  rate 
(used  improperly  or  not  with  every  sex  act)  over  6  months  was  12.4%  (See  Attachment  A). 
In  our  development  program,  approximately  75%  of  women  and  80%  of  men  indicated  they 
liked  Rc^littf .  Eighty-two  percent  (82%)  of  women  indicated  they  would  use  or  recommend 
the  use  of  RcAlit\^  to  their  friends  to  help  prevent  AIDS  and  other  STDs  as  well  as 
pregnancy. 

I  should  note  product  availability  is  currently  curtailed  by  the  very  limited  capacity  at  our 
Wisconsin  facility.  We  hope  to  commence  a  national  launch  when  FDA  has  inspected  and 
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approved  a  high-capacity  London-based  manufacturing  facihty. 

Hopefully,  TlcAlit\j,  as  a  first  of  its  kind,  will  stimulate  the  development  of  additional  options 
for  women. 

However,  because  of  the  development  barriers  noted  in  earlier  questions,  large  companies 
may  elect  to  devote  their  resources  to  less  risky  areas  and  small  companies,  in  considering 
the  risk,  may  be  reluctant  to  "bet  the  company"  to  develop  such  products. 

Quote 

Ana:  HIV  positive  woman;  testimony  at  the  RcaHuj  female  condom  hearing 
before  the  FDA  OB-GYN  Advisory  Panel,  December  10,  1993. 

"My  name  is  Ana,  and  I'm  40  years  old.   I  also  have  been 
HIV  positive  since  1989. 

In  1988,  my  husband  died  of  AIDS.  I  had  to  find  out 
through  talks  in  the  streets  and  putting  bits  and  pieces  together. 
Although  he  had  divorced  me,  we  had  a  child. 

I  was  not  allowed  to  see  my  husband  in  the  hospital.  I 
did  attend  his  funeral,  and  even  there  there  were  still  a  lot  of 
unanswered  questions,  so  I  decided  to  get  tested. 

Meanwhile,  while  being  married  to  a  man  of  my  culture, 
he  was  very  machismo.  No  condoms,  and  if  I  didn't  want  to 
have  sex  willing,  he  will  just  take  it.  I  was  his  wife,  his  woman, 
and  his  property. 

Of  course,  I  didn't  want  to  get  pregnant,  so  I  went  and 
got  an  lUD  without  his  knowledge.  But  the  lUD  didn't  protect 
me  against  STDs. 

My  story  is  not  isolated  one.  There  are  million  of 
women  just  like  me  ~  different  cultures,  different  backgrounds  - 
-  but  they  have  the  same  stories  and  the  same  issues. 

Like  myself,  there  are  a  lot  of  women  who  believe  in 
prevention.  It  has  given  myself  and  them  responsibility  of  their 
own  lives.  For  women  who  are  HIV  positive,  like  myself,  we 
worry  about  transmitting  the  virus  to  others.  We  also  have  fear 
of  being  reinfected  with  HIV  or  STD  infections. 
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Using  prevention,  I  can  go  to  sleep  with  a  clear 
conscience  because  I  know  that  I  did  not  put  myself  at  risk  or 
another  human  being. 

With  a  female  condom,  women  do  have  a  choice  to  use 
prevention,  unlike  a  male  condom,  where  the  choice  is  the 
man's." 
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Question  No.  4 


The  subcommittee  understand  that  a  public  sector  price  has  been  negotiated  for  the  Kg^Ktvi 
female  condom.  How  important  is  a  public  sector  price?  How  was  this  price  established? 
Should  contraceptive  products  in  general,  and  those  products  developed  by  and  with  federal 
support,  enter  the  market  place  without  a  public  sector  discount? 

Response 

We  believe  public  sector  pricing  is  very  important.  It  is  important  that  all  companies  are 
sensitive  to  providing  products  to  individuals  without  means  at  as  low  a  cost  as  possible  - 
and  still  provide  a  modest  return  to  investors.  We  believe  this  should  be  the  case  whether 
or  not  the  public  sector  contributed  to  the  product's  development.  In  the  case  of  public 
sector  support  of  product  development  -  such  support  should  be  contingent  on  the 
willingness  to  provide  a  public  sector  price. 

WPC  stated  at  the  beginning  of  developing  Rc^litvi  for  the  US  market  in  1987  that  it  would 
have  a  public  sector  price.  And  'RcAlitif  does.  WPC  received  public  sector  support 
(USAID)  for  one  study  in  the  Phase  II  development.  We  worked  with  USAID  to  establish 
a  formula  for  public  sector  price.  The  relationship  between  USAID,  its  research  affiliates 
(CONRAD*  and  FHI*)  and  WPC  was  collaborative  and  productive.  WPC  signed  an 
agreement  with  USAID  in  1991.  In  addition  to  a  public  sector  price,  USAID  will  receive 
a  royalty  on  every  device  sold  to  the  private  sector.  The  royalty  will  be  used  by  USAID  to 
support  contraceptive  R&D  and  to  purchase  contraceptive  products  for  the  public  sector. 
We  believe  that  future  collaborations  between  private  sector  and  public  sector  research 
groups  are  very  important  and  necessary  to  expedite  the  development  of  vitally  needed 
health  care  products. 

It  should  be  noted  that  the  development  of  RcAlitVf  involved  a  totally  new  product  design, 
use  of  new  costly  material  having  special  advantages,  and  the  development  of  totally  new 
computerized,  automated  manufacturing  technology.  As  a  result,  a  RcAlit\f  female  condom 
will  cost  more  than  a  male  latex  condom.  However,  as  compared  to  other  female- 
controlled  contraceptive  devices  (which  do  not  protect  against  AIDS)  such  as  the  diaphragm, 
contraceptive  sponge  or  use  of  oral  contraceptives  (annualized),  RcAlit\j  is  comparable. 

WPC  has  always  been  committed  to,  is  and  will  continue  to  provide  the  RcAlitvj  female 
condom  to  the  public  sector  at  a  significantly  reduced  price. 


The  Program  for  Contraceptive  Research  And  Development;  Family  Health  International. 
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Question  No.  5 

Please  provide  the  subcommittee  with  your  views  on  the  role  that  contraceptive  research, 
development  and  products  should  play  under  the  various  health  reform  plans. 

Response 

I  would  like  to  comment  on  the  role  research  for  products  to  prevent  conception  and  STDs 
should  play  in  health  care  reform,  regardless  the  specific  health  reform  plan. 

Lack  of  prevention  and  education  costs  the  government: 

•  Pregnancy  - 

Fifty  percent  (50%)  of  all  pregnancies  are  unintended  -  most  to  young  women 
without  the  means  to  support  themselves  and  a  child.  In  addition  to  human 
suffering,  this  dramatically  impacts  health  care  cost.  First  -  payment  for  delivery  (or 
abortion).  Second,  the  cost  of  supporting  a  young  woman  and  her  new  bom  child. 
Third,  the  fact  that  young  women  and  children  living  under  such  circumstances 
probably  have  a  higher  frequency  of  health  and  nutritional  problems  which  must  be 
addressed  and  paid  for. 

STDs- 

Once  an  individual  has  an  active  case  of  AIDS,  his/her  care  on  the  average  will 
exceed  $100,000  prior  to  death.  Most  of  this  is  paid  by  the  public  sector.  Also  there 
is  a  significant  loss  in  economic  productivity  due  to  an  increasing  inability  to  work. 
In  addition,  women  AIDS  victims  frequently  pass  the  disease  on  to  their  unborn 
children  which  further  compounds  the  issues  of  human  suffering  and  economic  cost. 

Other  STDs  have  long  term  and  costly  ramifications:  Herpes  and  Chlamydia  may 
cause  sterility.  The  incidence  of  infection  with  the  Papilloma  virus  has  been 
associated  with  cervical  cancer,  and  measures  in  the  millions. 

The  cost  to  society  to  treat  STDs  and  the  ramifications  of  STDs  is  enormous.  The 
development  of  effective,  easy  to  use  and  inexpensive  products  to  prevent  STDs  and 
unintended  pregnancy  should  be  viewed  as  High  Priority  -  a  very  important  way  to 
reduce  health  care  cost,  increase  economic  productivity,  and  improve  the  quality  of 
life.  Incentives  to  encourage  contraceptive  R&D  both  in  terms  of  exclusivity 
protection  and  regulation  demands  should  be  considered.  Perhaps  team  approaches 
between  regulators,  government  R&D  agencies,  and  private  sector  companies  could 
facilitate  new  thinking  on  ways  to  encourage  and  expedite  preventive  R&D. 
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In  addition,  family  planning  clinics  must  be  integrated  into  the  new  managed  care 
system.  These  clinics  provide  the  education  and  preventive  treatments  and  care  so 
necessary  to  reduce  STDs  and  pregnancy.  Primary  health  care  physicians  and 
providers  are  not  and  will  not  be  prepared  in  terms  of  reproductive  health  care 
expertise,  resources,  and  time  required  to  provide  the  preventive  and  education 
services  needed. 
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PRODUCT  DESCRIPTION  AND  USAGE  CONSIDERATIONS 


Description 

The  Reality  female  condom  is  a  thin,  soft,  loose-fitting 
polyurethane  sheath  with  two  flexible  rings.   The  inner  ring 
aids  in  insertion  and  placement  at  the  posterior  fornix.   The 
outer  ring  and  about  one  inch  of  the  sheath  remain  outside 
the  vagina,  partially  covering  the  labia  and  the  base  of  the 
penis  during  intercourse.   As  the  vagina  expands  during 
intercourse,  the  slack  in  the  sheath  is  taken  up  so  that  the 
outer  ring  lays  over  the  labia. 
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OVERVIEW  OF  PHASE  I  CLINICAL  STUDIES 


Study 

niSf-ODGEMENT 
Rcjk1it\j  vs  Male 
Condom  [3,4] 


Result 

EnroUed:       50 

Evaluated:     49;   147  uses  per  device 

Vaginal  exposure  to  seminal  fluid: 
RcAlitM  2.7% 

Male  Condom  8.1% 


nisirtnoEMENT 

Rc^litx^  with 

silicone  vs 

water-based/ 

spermicide 

lubricants 

[3,4] 


Enrolled:        50 

Evaluated:     49;   147  uses  per  device 

Vaginal  exposure  to  seminal  fluid: 

Silicone  2.7% 

Water-based  1.4% 


BREAKAGE 

vs  Male  Condom 


Enrolled: 
Evaluated 


53 


44;   231  uses  of  "RcAlitv^; 
221  uses  of  Trojan  Enz 
Method  failure:         RcAlitH  0.8% 

Male  Condom  3.4% 


POST-COITAL 
SPERM  TEST 
'RcAlit\{:  tears/ 
sperm  in  vagina 


Enrolled:        22 
Evaluated:      15;  74  uses 
Results:  No  tears;  no  sperm 

vagina  with  proper  use 


VAGINAL  TRAUMA 
Rc^litif  vs. 

diaphragm: 
vaginal  trauma; 
changes  in  micro- 
bial flora  [5] 


Enrolled:        30 

Evaluated:      30 

Results:  No  significant  trauma 

with  either  device;  lactobacilli 
decreased  and  aerobic  gram- 
negative  rods  increased  with  the 
diaphragm 


Statistically  significant  difference 


A^2 
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OVERVIEW  OF  PHASE  II  CLINICAL  STUDIES:   CONTRACEPTIVE 
EFFECTIVENESS  AND  TRICHOMONAS  REINFECTION 


Study 


Results 


CONTRACEPTIVE 
EFFECTIVENESS 


Enrolled:        377 
Evaluated:      336  (225  U.S.) 


6-month  gross  cumulative  life-table 
pregnancy  rates  for  U.S.  women: 


TRICHOMONAS 
REINFECTION 


Perfect  use: 

2.6 

Typical  use: 

12.4 

Enrolled:        125 
Evaluated:      104 
(50  Control,  54  Users) 

Reinfection  rates: 

Users: 

Complaint 
Noncompliant 

0%     (0/20) 
14.7%  (5/30) 

Control: 

14%     (7/50) 

A-3 
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HOW  REAUP^  WAS  TESTEDt 

Limited  laboratory  tests  showed  thiat  Reality  can  block  the  germs  that  cause  sexually  transmitted  diseases. 
Reality  was  only  tested  in  humans  for  its  ability  to  prevent  pregnancy.  That's  because  researchers  did 
not  want  to  take  a  chance  on  exposing  people  in  the  tests  to  AIDS  and  other  sexually  transmitted 
diseases.  The  idea  was  that  if  Reality  can  prevent  sperm  from  entering  the  woman  and  causing 
pregnancy,  it  can  also  prevent  spreading  the  germs  that  cause  sexually  transmitted  diseases. 

Reality  was  tested  for  use  over  6  months  in  U.S.  women.  This  was  not  as  long  and  did  not  include  as 
many  women  as  other  contraceptive  studies.  The  study  shows  Reality  provides  protection  against 
pregnancy.  The  typical  use  pregnancy  rate  in  the  6-month  study  was  13%.  The  estimated  1  year 
pregnancy  rate  for  Reality  ranges  from  21%  to  26%.  This  means  that  about  one  In  four  women  who 
use  Realltv  may  become  pregnancy  during  a  year.  Couples  who  used  Reality  correctly  with  every  sex 
act  had  a  lower  pregnancy  rate. 

THIS  TABLE  SHOWS  THE  OVERALL  PREGNANCY  RATES  FROM  STUDIES  OF  BARRIER  CONTRACEPTIVES. 
H  the  melhod  is  used  correctJY  with  every  sex  act,  the  risk  of  pregnancy  will  be  lower,  rt  the  method  is  not  used 
correctly  with  every  sex  act.  the  risk  may  be  higher.  Systemic  contraceptive  products  not  listed  here,  such  as 
birth  control  pills,  are  more  effective  at  preventing  pregnancy. 

OVERALL  PREGNANCY  RANGES  FOR  BARRIER  CONTRACEPTIVES 

Condoms  Which  Protect  Against  Pregnancy 
and  Sexually  Transmitted  Diseases: 


Reality  Female  Condom* 
Male  Latex  Condom' 

Pregnancy  Rates  With  Other  Methods 

Cervical  Cap 

Diaphragm 

Sponge 

Unprotected  Sex"  85% 

*  Yearly  failure  rates  for  Reality  were  estimated  by  doubling  the  6-month  pregnancy  rate. 

**  Pregnancy  rates  for  Reality.  Cervical  Cap.  Diaphragm  and  Sponge  are  from  clinical  trials.  Actual  use 

failure  rates  may  be  higher  or  lower. 

1  J.  Forrest.  The  Alan  Guttmacher  Institute:    1988  National  Survey  of  Family  Growth. 

2  Trussell,  et  al.,  Family  Ranning  Perspectives,  in  press,  1994. 

3  Trussell,  et  a)..  Studies  in  Family  Planning  21  (1),  Jan/Feb  1990. 

•  Latex  condoms  for  men  are  highly  effective  at  preventing  sexually  transmitted  diseases,  including  AIDS 
(HIV  infection),  if  used  properly.  •  If  you  are  not  going  to  use  a  male  latex  condom,  you  can  use  Reality 
to  help  protect  yourself  and  your  partner.  •  Reality  only  works  when  you  use  it.  Use  it  every  time  you 
have  sex.  •  Before  you  try  Reality,  be  sure  to  read  the  directions  and  learn  how  to  use  it  properly. 


t  From  the  Reality  female  condom  package  insert. 
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Pregnancy 

Rates 

6  Months 

" 

1  Year 

13% 

26% 

8% 

15% 

10% 

18%' 

6% 

15%' 

12% 

17%' 
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LEADING  PUBLIC  HEALTH  ADVOCATES  SAY... 

'Make  no  mistake  about  it.    REALITY  is  a  public  health  breakthrough.    For  the  first  time, 
American  women  have  a  means  of  preventing  HIV  in  their  own  control.    Never  before,  not  in  the 
400-year  history  of  the  condom,  has  that  been  true. ' 


Mervyn  F.  Silverman,  M.D.,  M.P.H. 

President 

American  Foundation  for  AIDS  Research  (AmFAR) 


'Best  of  all,  a  woman  does  not  have  to  ask  the  man  to  please  wear  a  male  condom. 
REALITY  can  be  inserted  long  before  intercourse,  therefore  it  does  not  break  the  flow  of 
lovemaking  the  way  the  male  condom  can. " 


Julia  R.  Scott 

Director,  Public  Education/Policy 

National  Black  Women's  Health  Project 


"Women  who  ask  their  partners  to  use  a  male  condom  sometimes  risk  physical  abuse  or  the 
threat  of  their  partners  leaving.    Worse,  women  have  been  literally  dying  for  lack  of  access  to  the 
type  of  protection  provided  by  the  female  condom.    It  is  encouraging  that  women  see  the  female 
condom  as  a  viable  alternative  when  their  partners  refuse  to  use  a  male  condom.   And  some  men 
even  prefer  the  female  condom  due  to  greater  comfort. ' 


Erica  Gollub,  Dr.  P.H. 

HIV  Center  for  Clinical  and  Behavioral  Studies 

Columbia  University 
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"REALITY  is  desperately  needed.    Some  couples  find  male  condoms  difficult  or  impossible 
to  use.    The  female  condom  does  not  require  such  precise  coordination  with  lovemaking.   Some 
couples  also  prefer  it  because  of  the  softer,  looser  fit.   And  most  important,  the  woman  can  manage 
it  herself. ' 


Felicia  Stewart,  M.D. 

Author,  Contraceptive  Technology 

Gynecologist,  Clinical  Investigator 


'Men  aren't  bom  knowing  how  to  use  a  condom,  but  they've  learned.    Women  may  feel 
awkward  or  uncomfortable  about  using  a  female  condom,  but  we  can  learn...  because  this  is  a 
product  we  need. " 


Virginia  Reath,  R.P.A.,  M.P.H.  ^ 

Educator,  Women's  Health  Activist  and  Provider 


"'REALITY  is  a  safe  shield  that  can  be  used  to  protect  us  without  necessarily  having  to  get 
his  permission. '   This  is  the  sentiment  expressed  by  the  majority  of  low-income  women  who 
participated  in  our  focus  groups. " 


Denese  O.  Shervington,  M.D. 
Assistant  Professor  of  Psychiatry 
Louisiana  State  University  Medical  Center 


MAY  1993 
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Testimony  by  Peter  F.  Carpenter 

Visiting  Scholar,  Stanford  University  Center  for  Biomedical  Ethics 

Subcommittee   on   Regulation,   Business   Opportunities,  and  Technology 

Committee  on   Small   Business 

United   States   House  of  Representatives 

10    November    1993 

Thank  you  for  the  opportunity  to  testify  on  a  number  of  important 
issues.  I  will  keep  both  my  written  and  oral  testimony  as  short  as 
possible  because  I   think  my  greatest  value  to  the  committee  is 
probably   in  being  available  to  answer  specific  questions. 

As  you  will  note  from  my  CV  I  have  a  varied  background  which 
has  not  only  provided  me  with  a  number  of  perspectives  which  may 
be  useful  to  you,  but  also  involves  some  personal  biases  and  some 
potential  conflicts  of  interest.  I  am  presently  a  Visiting  Scholar  at  the 
Stanford  University  Center  for  Biomedical  Ethics,  serve  on  a  number 
of  boards  of  non-profit  institutions  (  including  one  having  a  direct 
interest  in  the  issues  before  this  subcommittee  which  is  the  Allen 
Guttmacher   Institute)  and   serve   as   a  personal   advisor  on   issues 
regarding   organizational  mission   and  values   to  senior  executives   in 
three  pharmaceutical  companies.  I  am  also  married  to  Dr.  Jane  E. 
Shaw  who  is  currently  the  President  and  Chief  Operating  Officer  of 
the  ALZA  Corporation  -  the  most  innovative  company  in  the  world 
with  regard   to  the  development  of  new  ways  to  deliver 
pharmaceuticals  into  the  human  body.   Both     through  my  wife  and  as 
a  result  of  my  prior  employment  at  ALZA  I  own  a  substantial 
number  of  shares  of  stock  in  that  company. 

Prior  to  retiring  from  my  prior  business  life  to  begin  my  current 
career  of  pro-bono  public  service  I  served  as  an  executive  at  ALZA, 
was  the  Executive  Director  of  the  Stanford  University  Medical  Center, 
was  the  Deputy  Executive  Director  of  the  U.S.  Price  Commission 
during  Phase  II  of  price  controls,  served  in  the  Office  of  Management 
and  Budget  (OMB)  and  as  a  Program  Manager  in  the  Advanced 
Research  Projects  Agency  (ARPA).   These  very  different  roles  have 
given  me  a  somewhat  unique  perspective  on  the  issues   being 
addressed   by   the  committee.   I   have  managed   high   priority   Federal 
research   programs,   been   responsible   for  the   administration   of  similar 
programs   in   the  academic   setting,   been  directly  responsible   for 
controlling  prices  on  a  national  level,  managed  one  of  the  nation's 
premier   health   care   institutions   and   been   involved   with   the  private 
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sector  development   of  new   pharmaceutical   products   (and   hold   three 
patents   in   that  field). 


The  issues  being  addressed  by  the  committee  are  very  important, 
specifically   : 

1)  what  is  the  role  of  government  in  fostering  innovation, 

2)  how  to  best  mobilize  the  private  sector,  and 

3)  how   to   establish    mutually   advantageous   partnerships 

between  government  and  individual  firms  ? 

In  addressing  these  questions  it  is  important  to  create  win-win 
solutions.  It  would  do  no  good  for  me  to     simply  attack  one  side  or 
the  other  regarding  these  issues.  While  it  is  important  to   be   very 
critical,  it  is  also  important  to  be  constructive  and  to  make  specific 
recommendations  -  I  will  try  to  do  this  for  the  committee. 

First,  with  respect  to  the  role  of  government  in  fostering  innovation, 
it  is  my  opinion  that  reproductive  research  in  the  United  States  is 
dramatically   under  funded   given   its   potential   to   both   improve 
quality  of  life  and  to  reduce  health  care  costs.  Uncontrolled 
population   growth  is  the  most  serious  threat  there  is  to  the 
environment,  to  international     stability  and  to  economic   well  being. 

The   role   of  Federal   government  regarding  reproductive   research 
should  be  to: 

1)  Establish  reproductive  research  as  an  important  and 
legitimate  area  of  research  and  development.  We  should  never 
underestimate  the  value  of  elected  public  officials  taking 

a  leadership  position  regarding  the  importance  of  particular 
areas  of  activity.  While  pharmaceutical  companies  are  quite 
prepared  to  take  incredible  scientific  risks,  they  are  not  at  all 
willing  to  take  the  risk  of  being  involved  in  research  and/or 
development  which  is  politically  controversial. 

2)  Provide  political  support  for  those  individual  companies  that 
take  the     initiative  to  do  research  and/or  product  development 

in  the  area  of  reproductive  research.  It  can  get  very  lonely  out 
there  and  far  too  often  political  leaders  fail  to  come  to  the 
defense  of  organizations  that  are  "doing  the  right  thing". 
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3)  Fund  basic  research  and  make  the  results  broadly  available 
while  using  any  patent  rights  that  come  from  such  research  in 
the  best  long  term  interests  of  the  public.  The  nature  of  the 
marketplace  may  well  require  that  those  patents  be  licensed  on 
an  exclusive  basis  so  that  the  benefits  of  those  patents  will 
reach  the  public.  Exclusive  licensing  is  often  controversial 
because  it  is  perceived  to  be  granting  an  privileged  position  to 
one  company  to  the  exclusion  of  others  -  which  it  does.  However 
the  real  issue  is  what  is  the  net  public  benefit  of  such  exclusive 
licensing?  If  an  exclusive  license  gets  an  important  product  to 
the  market  place  and  does  so  on  financial  terms  which  are 
advantageous  to  the  public  then  this  can  be  a  win-win  situation. 
If  non-exclusive  licenses  result  in  none  of  the  licensees  being 
willing  to  take  the  necessary  risks  and  investments  to  get  the 
product  to  the  market  place  (because  all  of  the  other  licensee 
will  reap  the  benefits  of  the  first  company's  efforts  without 
bearing  the  cost  and  risks)  then  regardless  of  how  good  the 
terms  of  the  licenses  are  the  government  will  get  neither  the 
benefit  of  the  product  in  the  market  place  nor  any  financial 
returns. 


4)  Serve  as  a  very  smart  buyer  of  product  development  with 
prJQr  contractual  agreement  on  ownership,  pricing     and  use  of 
results.    Cooperative   Research   and   Development   Agreements 
(CRADA's  )  are  a  great  tool,  but  reliance  on  such  concepts  as 
"reasonable  pricing"  provisions  in  those  agreements  is  counter 
productive.  The  ambiguity  of  "reasonable  pricing"  is 
unacceptable  to  any  well  managed  pharmaceutical  company 
and  provides  cold  comfort  to  the  government.  It  would  be 
much  better  to  negotiate  specific  pricing  schedules  into  the 
original  agreement.  While  this  may  be  more  difficult  to  do 
than  simply  agreeing  to  have  reasonable  pricing,  it  will  be 
much  easier  to  live  with  in  the  long  run.  It  is  also  important  to 
recognize  that,  when  viewed  in  retrospect,  some  of  these  price 
schedules  will  be  viewed  as  too  generous  and    others  as  too 
low.  This  can  be  dealt  with  by  learning  from  any  mistakes  and 
accepting  that  pre-pricing  will  always  be  an  imprecise  exercise 
in  forecasting  the  future  that  is  better  than  the  alternative  of 
deferring  these  decisions  until  later. 
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5)  Serve  as  a  very  smart  buyer  of  products  developed  by  the 
private  sector.  Government  needs  to  learn  how  to  force  the 
pharmaceutical  industry  to  be  competitive  via  practices  such 
as  bulk  purchasing  and  therapeutic  substitution. 


When  we  try  to  decide  how  to  best  mobilize  the  private  sector,  it  is 
important  to   understand   what  makes  the  private   sector  tick   and   how 
particular  industries  work  in  the   public  interest.   It  is  also  important 
to  realize  that  the  action  must  be  at  the  level  of  the  individual  firm 
rather  than   at  the   industry   level.  Just  as  government  regulation  leads 
to  the  lowest  common  denominator  of  behavior,  so  also  do  industry 
associations  and   industry  wide   initiatives   lead  to  the   lowest  common 
denominator.  However,  that  is  not  the  worst  effect  of  such  actions; 
in  both  cases  the  floor  created  by  regulation  or  industry  agreements 
also  becomes  the  ceiling  above  which  individual  firms  have  little 
motivation  to  move  and  nothing  really  exciting  will  happen.  What 
needs  to  happen  is  to  provide  incentives  for  individual   companies   to 
do  the  right  thing.  Such  incentives  are  much  more  powerful  than 
focusing  on  disincentives  for  the  laggards.  We  often  forget  that 
public  praise  and  recognition  is  a  powerful  incentive.  It  is  even 
more   powerful   than  criticism  which   tends   to  make   well   meaning 
companies  more  cautious  and  which  has  little  effect  on  the  target 
company. 

The  U.S.  pharmaceutical  industry  is  an  essential  ingredient  to 
progress   in   the   development  and   widespread  use  of  new 
reproductive   products.    While    government   sponsored    basic    and 
applied   research   may   provide   the   necessary   scientific    building 
blocks,   only   individual  private  sector  firms   have  the  expertise  and 
motivation   necessary   to  develop  and   market  new   products   in   an 
efficient  and   timely  manner.   One  of  our  greatest  national  assets  is  the 
individual   high   technology   firm.  This  unique  institution  has  the 
demonstrated   ability   to   produce   new   and   exciting   products   which 
meet  the  needs  of  society  and  to  do  so  with  minimal  government 
support  or  intervention.  The  individual  companies  in  the 
pharmaceutical   industry   have   made   and  will  continue   to  make 
important  contributions  to  both  health  care  and  our  balance  of  trade. 
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The  U.S.  pharmaceutical  industry  is  undergoing  massive  change  as  a 
consequence  of  years  of  being  allowed  to  operate  as  a  semi- 
monopoly   and   without   having   to  deal   with    sophisticated   buyers.   The 
recent   shift   of  market   power   in   the   pharmaceutical   industry   from 
the  sellers'  side  to  the  buyers'  side  will  effectively  force  this  industry 
to  become  much  more  competitive  -  with  or  without  a  national 
health  care  plan.  The  Congress  and  the  Executive  branch   should  be 
smart  enough  to  take  advantage  of  these  changes  to  encourage  the 
kinds  of  behavior  and  actions  by  individual   firms  which  best  serve 
the  public   interest.  Don't  waste  your  time  beating  on  dying  horses 
and    an   obsolete   pharmaceutical   industry   trade   association.   Those 
pharmaceutical   companies   that   take   a   shortsighted   view   of  their 
public   responsibility   will   not  survive   in   this   new   marketplace 
because  their  internal  cost  structures  will  not  allow  them  to  be 
efficient  producers   and  their  insensitivity  to  the  needs   of  their 
customers   will   prevent  them  from  making   wise  decisions.   These 
outdated  firms  and  their  trade  association  will  make  a  lot  of  noise  on 
their  way  out  but  don't  let  that  distract  you  from  the  opportunity  at 
hand. 

The  survivors  of  this  shake  out  and  the  new  biotech  entrants  will, 
fortunately,   comprise   a   very   different   industry.    That   new 
pharmaceutical   industry  has  the  potential   to  be  a  much  more 
responsive   and   competitive   industry.  What  is  needed   is  a 
cooperative    interaction    between    government   and    this    newly 
developing   part  of  the  private   sector.   These   "new"   pharmaceutical 
companies   will  certainly  be   willing  to  accept  research   uncertainty 
but   they   cannot  either  understand   or  accept  uncertainty   with   respect 
to  public  policy.  These  companies  will  recognize  the  importance  of 
highly  competitive  behavior  -   including  pricing  -  and  of  being 
responsive   to   their  responsibility   to   serving   the  public   interest  as  an 
integral  part  of  and   precondition   to  their  ultimate   responsibility   of 
serving    their    shareholders. 
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What  then  are  my   specific  recommendatiotis  to  the  committee? 
They  are  : 

1)  Make  sure  that  there  is  a    clear  and  consistent  U.S.  government 

policy  regarding  the  importance  of  contraceptive  research 
including    a  strong  commitment  to  basic  research  both  at  NIH 
and  in  universities. 

2)  Foster  cooperation  between  government  and  those  individual 

companies  which  are  prepared  to  serve  the  public  interest  as 
part  of  serving  their  shareholders. 

3)  Encourage  contractual  relationships  which  remove  ambiguity 

and  which  clearly  establish  the  mutual  obligations  and 
responsibilities.  This  means  determining  in    advance  what  the 
quid  pro  quo  will  be  for  Federal  support  of  a  product 
development  activity.     Remembering  that  the  benefit  as  well  as 
the  risk  to  the  government  should  be  proportional  to  the  level  of 
the  government's    investment. 

4)  Provide  the  legislative  basis  for  a  Federal  procurement 

program  that  sets  product  specification  targets  for  desired 
products  which  government  wants  developed  and  also 
provide  standing  orders  for  such  products  including 
quantities  and  price.  Such  a  program  would  provide  considerable 
incentives  for  private  sector  product  development  at  no  cost 
to  the  government  unless  and  until  the  product  development 
effort  is  successful. 

5)  Foster  vigorous  competition  between  pharmaceutical 

companies.  Such  competition  is  critical  and  must  be  encouraged, 
stimulated,  required  by  government  --  both  as  a  policy  maker 
and  as  a  smart  and  powerful  buyer. 
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6)  Forget  price  controls  --  they  don't  work  (I  know  from  first 
hand  experience  ),  are  expensive  to  administer,     are  easily 
circumvented  (a  la  the  recent  Dupont-Merck  deletion 

of  low  priced  unit  dose  packages  and  their  replacement  with 
much  more  expensive  bulk  packages),  create  unfilled  public 
expectations,  stir  the  bureaucratic  rather  than  the  competitive 
juices  (  the  companies  that  did  best  during    and  after  the 
1972/3  price  controls  were  the  ones  that  elected  not    to  raise 
prices  at  all  and  instead  spent  their  energies  on  increasing 
their  profits  by  becoming  more  productive  -  that  rule  was  the 
Price  Commission's  most  effective  and  simplest  rule  !!!!) 

7)  If  you  must  do  something  to  get  the  attention  of  the  truly 
unresponsive  and  socially  insensitive  pharmaceutical 

companies,  then  use  the  threat  of  compulsory  licensing 
(  note  that  28  USC  1498  provides  existing  legislative 
authority  to  do  this  in  a  very  interesting  way    )  which 
will  have  a  positive  competitive  impact  rather  than  the 
pro-monopoly  impact  of  price  controls. 

I  would  be  pleased  to  respond  to  any  questions  that  you  might  have 
and  to  assist  you  and  your  staff  in  any  way  possible  on  these  issues. 
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Chairman  Wyden  and  members  of  the  Subcommittee,  my  name  is 
Florence  Haseltine.   I  am  an  Obstetrician-Gynecologist,  and  am 
the  Director  of  the  Center  for  Population  Research  within  the 
National  Institute  of  Child  Health  and  Human  Development  at  the 
National  Institutes  of  Health  (NIH) .   Thank  you  for  the 
opportunity  to  speak  to  you  about  our  program. 

Since  its  founding  twenty-five  years  ago,  the  Center  for 
Population  Research  has  pursued  the  major  goals  of  developing  a 
broader  array  of  reproductive  choices  for  the  American  people  and 
expanding  our  knowledge  of  reproductive  medicine.   As  a  major 
part  of  that  broad  mission,  our  Contraceptive  Development  Branch 
supports  a  broad  array  of  studies  on  many  drugs  and  devices  that 
have  the  potential  to  be  developed  for  use  as  a  contraceptive. 
In  this  process  we  have  frequently  worked  in  concert  with  both 
non-profit  and  for-profit  organizations  to  bring  new  or  improved 
contraceptives  to  the  public. 

Included  in  these  contraceptive  development  studies  have  been  the 
examination  and  testing  of  various  synthetic  steroids.   We  have 
routinely  supported  preclinical  and  clinical  studies  on  a  number 
of  synthetic  steroids.   The  data  available  from  these  studies  is 
used  by  the  pharmaceutical  and  small  business  community  when  they 
are  looking  for  agents  to  further  develop.   In  some  cases  we  will 
hold  the  patent  on  the  drug,  and  in  others  another  party  will  own 
the  patent.   When  we  hold  the  patent,  we  attempt  to  license  the 
product.   When  others  hold  the  patent,  we  may  support  the 
development  of  the  product  by  testing  the  agent. 

The  drug  levonorgestrel  is  such  a  synthetic  steroid.   The  patent 
for  this  agent  is  held  by  Wyeth-Ayerst ,  which  developed  it  for 
Norplant  through  a  licensing  agreement  with  the  Population 
Council.    Levonorgestrel  is  related  to  progesterone  and,  because 
of  its  biological  properties,  is  an  excellent  contraceptive  with 
the  additional  benefit  of  being  long-acting.   Our  Contraceptive 
Development  Branch  has  been  working  on  a  new  product  called 
Capronor,  which,  like  Norplant,  uses  levonorgestrel.   Similar  to 
Norplant,  Capronor  also  uses  an  implant  delivery  system  and  is 
being  developed  in  a  form  that  requires  it  to  be  used  only  once  a 
year.   The  principal  distinction  between  the  two  products  is  that 
Capronor,  which  is  still  a  couple  of  years  away  from  reaching  the 
market,  uses  a  bio-degradable  delivery  capsule  which  does  not 
need  to  be  removed. 

During  the  early  stages  of  developing  Capronor,  we  spent  just 
over  $400,000  on  toxicology  studies  of  levonorgestrel.   As  is  our 
practice,  the  results  of  the  studies  were  made  available  to  the 
industry  to  use  with  any  application  for  drug  acceptance.   The 
Population  Council  obtained  these  results  for  their  NDA  for 
Norplant.   This  indirect  funding  constitutes  the  sum  of  NIH 
support  for  the  development  of  Norplant. 
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The  issues  surrounding  the  development  of  drugs  and  bringing  them 
to  the  market  are  critical  to  us.   Developing  safe,  effective, 
affordable  and  convenient  contraceptives  is  our  goal.   In  this 
effort  we  face  several  significant  problems.   One  is  that  the 
pharmaceutical  groups  that  we  rely  on  to  develop  and  particularly 
market  contraceptives  should  not  feel  unduly  burdened  by  the 
process,  and  it  must  be  advantageous  to  them  to  work  with  the 
NIH.   It  is  reasonable  for  companies  to  expect  to  profit  from  new 
products.   On  the  other  hand,  we  must  accept  our  public 
responsibility  and  help  to  develop  affordable  and  convenient,  as 
well  as  safe  and  effective  contraceptive  products.   As  part  of 
this  process,  concern  over  liability  and  indemnity,  exclusive 
licensing  and  price  are  all  real  issues.   It  is  sometimes  hard  to 
balance  these  competing  demands.   These  concerns  and  expectations 
apply  to  all  drug,  diagnostic  and  device  development. 
Additionally,  in  the  contraceptive  development  area  we  are  in  a 
socially  delicate  area  of  research  characterized  by  strong 
feelings  and  a  sense  of  public  responsibility.   We  depend  on  the 
pharmaceutical  companies  to  invest  in  product  development,  and  in 
doing  so  they  should  be  supported  by  the  public  and  their 
investors. 

The  private  sector  and  our  program  need  a  well  thought  out 
interactive  program  in  product  development.   Since  such  research 
is  at  the  cutting  edge,  we  often  work  in  areas  where  there  is 
little  previous  experience  to  draw  on  and  no  consensus  on  the 
scientific  criteria  for  bringing  products  to  market. 
Mr.  Chairman,  the  most  critical  issue  to  be  kept  in  mind  is  that 
contraceptive  development  is  important  to  the  public  and  that 
there  must  be  medical,  social  and,  for  the  private  sector, 
financial  rewards  for  working  in  this  area. 

Again,  I  want  to  thank  you  and  the  Subcommittee  for  your  interest 
in  our  activities,  and  I  hope  that  we  can  continue  to  work 
together  to  improve  the  reproductive  health  of  the  American 
people.   I  would  be  pleased  to  respond  to  any  questions  you  may 
have. 
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Clinicians,  patients,  Medicaid:  Is  anyone 
to  blame  for  Norplant  removal  dilemma? 

If  clinicians  would  spend  more  time  counseling  their  patients  about  side 
effects  and  potential  problems  before  inserting  Norplant  implants,  there 
wouldn't  be  nearlv  as  manv  women  displeased  ivith  the  method  and  return- 
ing to  their  pro\iders  for  reinaval,  £iiidSka.,i««ent  study. 

The  study  finds  women  who  recei\'ed  adequate  counseling  about  the 
miplants  prior  to  insertion  have  liigh  continuation  rates,  whiile  those  ^\  ho  did 
not  receive  adequate  counseling  appear  to  be  dissatisfied  with  the  method 
and  want  it  removed.'  In  addition,  the  counseling  they  received  prior  to 
insertion  often  made  women  decide  they  were  not  appropriate  candidates  for 
the  method. 

Removal  of  Nog^Uat  imjJants stirs  contro\-ersy  among  fa«iily  planning 
providers  inter\-iewed'by  CTU  for  Part  II  of  this  continuing  series  on  ethics 
and  Morp'lant.  (See  CTU.  September  1993,  pp.  133-137,  for  Part  I  of  the  series 
on  access.  The  special  report  will  conclude  with  Fart  III  in  the  \'o\eniber 
issue  focusing  on contro\ersiaI  legal  issues.) 

Providers  say  it's  true  that  providers  often  don't  adequately  counsel 
patients  and  that  this  —  combined  with  a  patchwork  system  of  Medicaid 
state  regulations  about  eligibility  removal  reimbursement  —  has  contributed 
to  conflicts  surrounding  removal. 

Sources  say  these  conflicts  all  boil  down  to  one  thing:  money.  Typical  situ- 
ations include: 

•  the  woman  who  wants  her  implants  taken  out,  but  can't  afford  removal 
because  she  lost  her  job  and  no  longer  has  insurance; 

•  the  clinician  who  inserted  a  set  of  implants  while  Medicaid  covered  the 
cost  and  won't  lake  them  out  when  the  woman  is  no  longer  covered; 

•  the  judicious  clinician  who  is  hesitant  to  remove  a  set  of  expensive 
implants  in  a  woman  complaining  of  irregular  bleeding,  reasoning  that  she 
should  stick  with  the  method  a  while  longer. 

Norplant  removal  and  all  the  varied,  interrelated  interests  —  those  of  a 
woman  with  Xorplant  implants,  those  of  the  clinicians  asked  to  remove  the 
implants,  and  those  of  pavers,  particularly  Medicaid,  were  explored  by  CTU 
with  the  help  of  an  as  ) et  unpublished  sur\ey  conducted  over  the  summer 
by  the  Center  lor  Reproductix  e  Law  and  Pohcy  in  New  "lork  City.  The  infor- 
mal survev  gathered  information  from  state  health  departments  about  each 
state's  policies  regarding  Norplant  reino\  al. 
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Biggest  problem  is  Medicaid  eligibility 

Bv  far  the  biggest  problem  cited  by  health 
department  officials  in  the  recent  survey  was  the 
common  practice  of  private  clinicians  inserting  the 
implants  in  a  woman  shortl\  after  childbirth  —  a 
time  when  Medicaid  nil!  often  pay  for  the  proce- 
dure —  and  then  not  removing  them  when  the 
woman  complains  of  side  effects  —  often  after  the 
expu-ation  of  her  60-day  post-partum  Medicaid 
eligibility. 

This  practice  is  an  ethical  issue  because  it  takes  a 
vvoman's  choice  about  her  body  out  of  her  control, 
savs  Ellen  Moskowitz,  JD,  associate  for  law  at  The 
Hastings  Center  in  Briarcliff  Manor,  N"Y.  The 
Hastings  Center  is  a  non-profit,  non-partisan 
research  institute  that  examines  ethical  issues  in 
medicine  and  the  life  sciences. 

"There  are  government  programs,  such  as 
Medicaid  or  Title  X,  that  will  pav  for  the  insertion 
of  Norplant,  but  don't  guarantee  that  they  will  also 
cover  the  removal,"  Moskowitz  says.  The  women 
also  often  are  not  informed  b\-  their  clinicians  that  it 
will  cost  money  to  have  the  implant  removed  later, 
she  adds. 

.-Vnother  problem  in  some  states  has  been  that 
state  Medicaid  policies  will  pay  only  for  medically 
indicated  removals  of  the  Norplant  implants.  Wltile 
some  states  are  getting  around  the  rule,  an  incident 
in  South  Dakota  mav  lead  to  legal  action.  (See  relat- 
ed article,  p.  152.) 

The  practice  of  Medicaid  paving  for  Norplant 
implant  insertion  but  not  the  removal  of  the 
method  raises  serious  questions  about  the  moti\  es 
of  the  agency,  says  Catherine  .Albisa,  JD,  a  staff 
attorney  with  the  Center  for  Reproducti\e  La\v  and 
Poliq'. 

"It  is  not  such  an  expensi\e  procedure  that  it 
would  just  be  a  cost-cutting  issue,"  she  says.  "There 


is  reallv  enough  about  it  that  makes  you  at  least  feel 
that  vou  have  to  look  into  it  further  It  seenfs'o  me 
that  if  this  is  an  inexpensive  procedure,  then  the 
alternative  is  that  they  are  frying  to  basically  dis-       | 
courage  low-income  women  from  reproducing." 

There  are  no  data  on  private  insurers'  policies  on 
Norplant  removal,  according  to  Health  Insurance 
Association  of  America  spokesman  Richard 
Coorsh.  Tlie  \V,-;.thini;toii,  DC-based  group  of  pri- 
vate insurance  companies  polls  its  270  members  on 
reimbursement  policies,  but  has  not  asked  mem- 
bers about  their  reimbursement  policies  for 
Norplant  remo\  al.  "A  good  rule  of  tliumb  would 
be  that  if  it  was  for  a  medical  necessity,  it  would  be 
removed,"  he  says. 

Low-income  women  targeted? 

There  are  two  sides  to  the  contro\'ersia!  theor\' 
that  Medicaid  would  be  targeting  lovv-income 
women  for  fertilitv  control,  savs  Linda  Thompson, 
MHS.^,  outreach  coordinator  in  the  maternal  and 
child  health  unit  of  the  .-Xrizona  state  health  depart- 
ment in  Phoenix. 

"There  is  the  view  that  we  should  keep  people 
who  aren't  self-sufficient  from  reproducing,"  she 
explains.  "The  oilier  side  is  that  you  want  to  teach     . 
people  how  to  be  self-sufficient  and  tliat's  a  posi- 
tive thing." 

There  is  probably  not  any  conscious  coercion  or 
malevolent  intent  on  the  part  of  most  states' 
Medicaid  agencies  because  the  agencies  are  not  that 
organized,  says  Christine  Liberal!,  MS,  CNM, 
nurse  consultant  for  the  women's  health  section  at 
the  Colorado  Department  of  Health  in  Denver.  The 
real  problem  is  with  tine  private  family  planning 
providers  and  clii-iicians  that  refuse  to  remove  the 
implants  they  inserted  in  post-partum  \v-omen  who 
were  covered  by  Medicaid,  because  there  is  no 
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lorxer  a  paver  source  for  the  procedure,  she  says. 

"I  don't  know  it  it's  coercion  in  the  minds  ot  the 
physicians  or  if  they  just  don't  want  to  do  things 
kthey  won't  get  paid  for,"  Liherah  tells  CTU.  "I 
know  there  is  some  sentiment  that  there  is  coercion 
and  that  it's  targeted  toNvards  these  w  or.un  because 
they  are  poor  and  there  is  some  thought  that  they 
shouldn't  be  having  kids,  but  I'm  not  sure  if  it's 
that  or  if  it's  plain,  simple  dollars." 

Regardless  of  the  reason.  Liberal!  says  tliis  atti- 
tude on  the  part  of  phjsicians  is  "unconscionable." 
Albisa  agrees,  saving  that  inserring  Norplant 
implants  but  not  removing  them  "is  like  perform- 
ing surgerv,  but  not  providing  the  appropriate 
after<are." 

Was  California  woman  coerced? 

That  was  the  situation  for  a  California  woman 
who  was  recruited  for  a  Norplant  implant  training 
session  in  her  area,  and  received  her  implants  free 
of  charge.  Later,  when  she  wanted  them  taken  out 
because  she  began  to  experience  irregular  bleeding, 
became  depressed,  and  developed  acne,  she  was 
told  by  her  clinician  that  the  removal  procedure 
would  cost  S300,  savs  Luz  Alvarez  Martinez,  direc- 

^tor  of  the  National  Latina  Health  Organization 

9(NLH0)  in  Oakland,  CA. 

Not  only  was  the  California  woman  not  told 
about  the  cost  of  removal  at  the  time  of  insertion, 
the  woman  was  not  well-counseled  prior  to  inser- 
tion about  the  birth  control  method  and  its  side 
effects  either,  she  told  Martinez.  After  the  NLHO 
and  the  local  media  became  interested  in  the  wom- 
an's case,  the  clinic  where  the  insertion  was  per- 
formed finally  agreed  to  remo\'e  the  implants  free 
of  charge,  says  Martinez. 

This  woman's  experience,  which  is  not  uncom- 
mon, could  have  been  avoided  with  appropriate 
counseling,  says  Ruth  Macklin,  PhD,  professor  of 
bioefhics  in  the  department  of  epidemiology  and 
social  medicine  at  the  .Mbert  Einstein  College  of 
Medicine  in  the  Bronx,  NY. 

All  clients  should  know  what  the  medical  fol- 
low-up to  a  procedure  will  be,  she  says;  in  the  case 
of  Norplant  implants,  it  is  important  for  women  to 
know  the  birth  control  method  is  effective  for  five 
years,  but  that  they  have  the  right  to  ha\e  it 
removed  at  any  time. 

"In  fact,  it  is  a  violation  of  a  patient's  rights  to 

fcnserl  an  implant  and  be  unwilling  to  take  it  out," 

^savs  Macklin,  who  is  a  member  of  the  National 
.Advisor)'  Board  on  Ethics  in  Reproduction  in 
Wasljington,  DC. 


Approaches  to  solve  problems 

At  the  Emorv  Universitv/Grady  Memorial 
Hospital  Familv  Planning  Clinic  in  .Atlanta,  women 
can  have  the  implants  remo\'ed  free-of-charge, 
regardless  of  w  hether  they  had  the  implants  insert- 
ed at  the  cliTuc. 

It  would  be  ideal  if  ever\'  citv  could  develop  a 
similar  resource  where  individuals  can  get 
Norplant  implants  removed  for  no  charge  if  the 
woman  is  unable  to  pay  for  the  procedure,  says 
Robert  A.  Hatcher,  MD,  MPH,  director  of  the  fam- 
ily planning  clinic  in  .Atlanta. 

"It  is  absolutely  essential  that  people  know  there 
is  a  place  out  there  vvhere  they  can  get  their 
Norplant  removed,"  he  says. 

Hatcher  suggests  two  approaches  to  provide 
removal  to  women  who  can't  pay. 

"Wouldn't  it  be  wise,  if  Medicaid  doUars  are 
being  used  to  put  it  in,  for  you  to  hax'e  a  special 
proviso  that  says  an  individual  who  gets  it  put  in 
by  Medicaid,  can  get  it  taken  out  by  Medicaid,"  he 
speculates.  "Or,  barring  that,  wouldn't  it  be  wise  to 
say  that  if  you  as  a  phj'sician  agreed  to  put  it  in  and 
you  accept  [Medicaid]  dollars  to  put  it  in,  then  you 
must  be  willing  to  take  out  these  implants  at  no 
charge  if  the  woman  can't  pay." 

Hatcher's  second  suggestion  is  to  include  the 
cost  of  removal  in  the  initial  fee.'  The  funds  for  the 
removal  could  then  be  held  in  escrow  By  a  coordi- 
nating organization,  and  later  provided  to  the  clinic 
performing  the  removal. 

Trainees  at  the  Women's  Health  Care  Nurse 
Practitioner  Program  at  the  Harbor/UCLA  N'ledical 
Center  in  Torrance,  C.A,  are  told  that  it  is  not  ethical 
to  insert  Norplant  implants  unless  there  is  a  referral 
sj'stem  set  up  for  remox'al,  says  the  program's 
ciirector  of  education,  Sharon  B.  Schnare,  RN,  FNP, 
CNM,  MSN.  If  they  will  not  be  performing  the 
removal  procedure  themselves,  they  must  at  least 
have  phone  numbers  and  addresses  of  all  clinics  in 
the  area  that  will  do  remo\'als,  she  says. 

Early  removals  barred  from  subsequent  use 

Some  women  who  had  their  Norplant  implants 
removed  prematurely  —  regardless  of  reason  — 
were  barred  from  Medicaid  coverage  of  insertion  at 
a  later  date,  the  survey  of  health  departments 
found.  For  example,  in  Arizona  a  woman  who  has 
her  implants  removed  before  ha\  ing  them  for  two 
years  cannot  have  the  implants  reinserted  at  a  later 
date,  says  Thompson. 

"I  guess  the  viewpoint  is  that  since  it  is  so 
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expensive,  it  is  supposed  to  be  long-term,  and  if 
they  don't  keep  it  long-term,  we  u  on  t  pay  to  put 
in  again,"  she  says. 

Thompson  sa\s  this  is  the  right  stance  to  take  if  a 
woman  simplv  changes  her  mind  and  no  longer 
wants  the  implants.  However,  in  a  case  where  the 


implants  need  to  be  renio\  ed  because  the  insertion 
site  is  infected  or  the  woman's  arm  is  daiTia.f  >^d  in 
an  accident,  it  is  not  the  right  stance,  she  sa\s. 

"But  that's  the  policy,"  Thompson  explains.  "\'o 
matter  what  the  reason  for  removal,  if  it's  \vithin 
two  years,  thev  can't  get  another  one." 


Medicaid  Reimbursement 


Removal  must  be  medically  indicated  in  some  states 


Women  on  Medicaid  in  South  Dakota  who  are 
considering  Xorplant  insertion  should  make  sure 
thev  are  going  to  like  the  method  or  that  they  can 
pav  to  have  it  removed  if  they  don't. 

South  Dakota  law  states  if  Medicaid  pays  for 
insertion  of  Norplant  implants,  it  \vill  not  pay  for 
the  removal  for  "reverse  of  mtent"  unless  there  is 
a  medical  reason,  says  Charon  Asetoyer,  director 
of  the  \'ati\  e  American  Women's  Health 
Education  Resource  Center  m  Lake  Andes,  SD. 
If  a  woman  decided  to  get  the  implants,  but 
then  gained  65  lbs.  in  six  months,  causing  consid- 
erable trouble  with  her  knees  —  not  to  mention 
blood  pressure  —  would  Medicaid  remox  e  the 
implants  before  more  harm  was  done?  WTiat  if 
her  doctors  did  not  consider  her  condition  a  med- 
ical indication  for  remo\-al? 

This  scenario  is  exactly  what  happened  to  a 
woman  living  in  a  South  Dakota  homeless  shelter. 
She  contacted  Asetoyer  after  her  doctors  told  her 
they  would  remove  the  implants  only  during  a 
tubal  ligation,  which  she  had  not  requested  and 
did  not  want. 

"That's  forced  sterilization,"  Aseto)'er  tells  CTU. 
The  woman  is  now  out  of  the  state,  and 
Asetoyer  is  not  sure  if  she  finally  got  the  implants 
removed.  The  center  is  considering  taking  legal 
action,  she  says. 

Gaining  that  much  weight  in  so  Httle  time  is 
definitely  a  medical  reason  to  remove  the 
implants,  says  Christine  Liberali,  MS,  CNM, 
nurse  consultant  for  the  women's  healtli  section 
at  the  Colorado  Department  of  Health  in  Denver. 
She  says  she  recentlv  removed  a  set  of  implants  in 
a  woman  who  had  gained  45  lbs.  in  three  months. 
Colorado  does  not  have  any  restrictions  on 
Norplant  implant  remoN'als. 

Other  medical  indications  for  removal  might 
include  excessi\  e  uterine  bleeding,  hair  loss, 
depression,  loss  of  libido,  or  —  in  some  states  — 
anything  a  clinician  feels  constitutes  a  medical 
reason,  according  to  sources  interviewed  by  CTU. 


Some  states  have  informal  policies  not  to  reim- 
burse for  remo\'als  unless  it  is  medically  indicat- 
ed, but  providers  who  spoke  with  CTU  have  had 
no  problems  getting  reimbursement  for  remoxal. 
For  example.  South  Carolina's  Medicaid  policy 
states  that  a  removal  must  be  medically  indicated, 
says  Joyce  Brown,  MSN,  RN,  director  of  the 
South  Carolina  family  planning  program  in 
Columbia. 

"However,  thev  ha\e  been  most  willing  to 
accept  almost  anything  the  provider  feels  meets 
that  definition,"  she  explains. 

Brown  says  she  does  not  expect  the  agency  to 
apply  any  kind  of  rigorous  standard  because  offi- 
cials there  know  that  the  family  planning  clinics 
counsel  about  Norplant  extensively. 

Probablv  not  considered  medically  indicated 
would  be  a  woman  vvho  wants  the  implants 
remo\'ed  because  she  wants  to  get  pregnant. 
Brown  says.  The  cLmjcs  do  not  submit  requests  for 
reimbursement  m  that  situation,  she  says. 

.Any  policy  restricting  a  woman's  right  to  have 
the  implants  removed  is  unethical,  says  Ruth 
Macklin,  PhD,  professor  of  bioethics  in  the 
department  of  epidemiology  and  social  medicine 
at  the  Albert  Einstein  College  of  Medicine  in  the 
Bronx,  N'Y,  and  member  of  tlie  National  Advisory 
Board  on  Ethics  in  Reproduction  in  Washington, 
DC. 

If  an  agency  such  as  Medicaid  sa)'s  a  woman 
must  have  a  medical  reason  to  have  her  implants 
removed,  but  she  wants  them  removed  simply 
because  she  doesn't  like  the  method,  "then  it  is 
the  clinician's  obligation  to  construe  that  as  a 
medical  obligation,"  she  says. 

Side  effects,  such  as  weight  gain,  should  all  be 
considered  medical  reasons  for  removal,  Macklin 
continues. 

"To  insist  that  a  person  remain  and  continue  on 
a  contraceptive  method  or  any  other  drug  that  had 
side  effects  that  are  unacceptable  to  the  user  is 
coercion  and  is  entirely  unacceptable,"  she  sa\  s.  ■ 
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Mr^i  owitz  agrees  that  if  a  woman  changes  her 

mind  about  her  implants  —  she  wants  them 
removed  and  then  decides  she  wants  them  inserted 

Iegain  —  it  is  appropriate  for  Medicaid  to  refuse  to 
pay  for  the  metliod  tlie  second  time.  Because  the 
cost  is  prohibiti\  e  for  nianv  clinics,  implant  kits  are 
m  short  supph  and  must  he  used  judiciously,  she 
says. 

"Is  it  appropri.ite  to  gi\  e  someone  a  third  or 
fourth  try  when  there  is  someone  else  that  might 
not  be  able  to  use  it  because  of  limited  supply?" 
Mosko^vitz  asks. 

Another  ethical  dilemma  is  presented  when  a 
Medicaid  client  ivants  short-term  contraception  niui 
wants  Norplant,  Schinare  points  out.  She  says  she 
encourages  people  to  view  Norplant  implants  as  a 
more  long-term  method,  that  it  invohes  a  minor 
surgical  procedure  to  insert  and  remove  the 
implants,  and  that  it  is  not  easv  to  use  just  for  a  few 
months  because  of  the  side  effects  associated  with 
it.  Ultimately,  the  decision  is  left  to  the  client, 
Schnare  says. 

Schnare,  like  all  the  family  planning  practitioners 
infer\Mewed  bv  CTU,  savs  the  most  important  thing 
to  remember  when  it  comes  to  Norplant  is  precoun- 
seling  about  the  method's  potential  side  effects. 
^I^linicians  should  use  language  the  client  can 
■^inderstand.  For  example,  telling  a  woman  she  wUl 
probably  experience  irregular  bleeding  may  not  be 
enough  to  keep  her  comfortable  with  the  implants 
if  she  doesn't  know  \vhat  irregular  bleeding  means, 
Schnare  explains. 

"We  have  to  be  careful.  Our  patients  aren't  stu- 
pid, but  they  don't  know  a  lot  of  the  medical  terms 
we  use,"  she  says. 

Schnare's  clients  are  told  that  irregular  bleeding 
might  mean  that  they  don't  have  a  period  some- 
times, or  that  it  might  mean  they  have  two  periods 
a  month  instead  of  one,  or  that  it  might  mean  that 
they'll  ha\-e  spotting  everv  day,  she  says. 

Fine  line  between  counseling  and  coercion 

Schnare's  clients  also  are  told  they  can  ha\-e  the 
Norplant  implants  out  at  any  time,  for  any  reason, 
Schnare  says.  Because  of  the  method's  high  cost, 
though,  many  clinicians  may  try  to  encourage  their 
clients  to  trv  to  keep  the  implants  in  place,  expect- 
ing that  their  side  effects  will  eventually  disappear, 
says  Jacqueline  Darroch  Forrest,  PhD,  vice  presi- 

«ent  for  research  at  the  New  York  City  office  of  the 
Ian  Guttmacher  Institute  and  one  of  the  authors 
of  the  study  about  Norplant.' 

It  js  often  difficult  —  for  clients  and  clinicians  — 


to  know  if  such  encouragement  is  helpful  or  coer- 
cive, she  tells  CIL/. 

"There  can  be  a  fine  line  between  encouraging  a 
woman  to  continue  using  the  implant  with  the 
expectation  that  her  side  effects  will  lessen,  and 
applying  subtle  pressure  that  leaves  the  client  feel- 
ing that  removal  is  being  discouraged  or  denied," 
Forrest  writes  with  her  colleague,  Lisa  Kaeser,  JD,  a 
lawyer  at  tlie  \Vashiiigton,  DC.  office  of  the 
Guttmacher  Institute, 

Such  counseling,  considered  "directive"  because 
it  is  not  completely  neutral,  is  not  necessarily  ethi- 
cally wrong,  says  Macklin.  Counselors  cannot 
avoid  con\-eying  feelings,  emotions,  values,  or  atti- 
tudes, she  explains. 

The  key  is  to  make  the  counseling  "patient-cen- 
tered," Macklin  says. 

"Try  as  much  as  possible  to  make  the  recommen- 
dation and  give  the  information  and  do  the  coun- 
seling in  what  is  perceived  to  be  the  patient's  inter- 
est, not  in  the  interest  of  society,  not  in  the  interest 
of  saving  the  taxpayers'  money,  not  in  the  interest 
of  others,"  she  suggests.  'That's  what  the  obliga- 
tions of  counselors  are." 

Urging  clients  to  keep  the  implants  in  place 
because  side  effects  usually  diminish  with  time  is 
"perfectly  reasonable,"  as  long  as  clinicians  make 
clear  to  their  patients  that  the  implants  will  be 
removed  immediately  if  that  is  what  the  client 
decides  after  being  fully  informed  about  the 
method,  Macklin  says. 

Clients  must  also  understand  that  the  suggestion 
to  leave  the  implants  in  place  is  based  on  science 
and  not  on  a  clinician's  prejudice,  Forrest  says. 

"Providers  need  to  bend  o\er  backwards  to 
make  it  totally  explicit  in  writing  and  body  lan- 
guage and  speech  that  getting  [the  implants]  out 
doesn't  depend  on  our  approving  of  [the  client's] 
reasons,"  she  tells  CTU. 

[Editor's  Note:  PJnladelphw-based  Wyeth  Ayent 
Laboratories,  the  U.S.  distributor  of  the  implants,  lias  set 
up  a  referral  network  providing  information  to  women 
about  wliere  to  get  tlie  implants  removed.  Women  who 
luid  the  Noi-plant  system  inserted  free  as  part  of  a  clinician 
training  program  can  get  the  name  of  a  health  care 
provider  who  will  remoz'C  the  implants  for  free.  Tlie  tele- 
phone number  is  ($00)  777-6187.] 

Reference 

1  Forrest  JD,  Kaeser  L  Question?  of  balance:  Issues  emerg- 
ing from  the  introduction  of  the  hormonal  implant.  Fom  Plann 
Per;:)!  1993;  2,^:1:7-1.':    ■ 
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STATt  OF  CAHfOHNIA— WEALTH  AND  WELFARE   AGENCY 

DEPARTMENT  OF  HEALTH  SERVICES 

7U/744  P  STREET 
PO  BOX  942732 
SACRAMENTO,   CA      94234-7320 


PETE  WILSON.  Gonmor 


(916)  654-0514 


November  A,  1993 


The  Honorable  Ron  Wyden,  Chair 

Subconraiittee  on  Regulation,  Business  Opportunity, 

and  Technology 
Room  B-363  Rayburn  House  Office  Building 
Washington  D.C.   20515 

Dear  Congressman  Wyden: 

The  California  Department  of  Health  Services  is  pleased  to  provide  this 
written  testimony  to  your  subcommittee  hearings  on  Norplant.   Staff  to  the 
committee  has  asked  that  four  issues  be  addressed:  1)  concerns  California  has 
with  the  public  sector  price  of  Norplant;  2)  allocations  of  funds  for 
Norplant;  3)  an  overview  of  how  Norplant  is  being  used  in  California  and 
activities  to  meet  the  special  needs  of  clients;  and  4)  contraceptive 
development  for  the  future.   Below  are  our  comments  addressing  these  issues. 

The  Department  has  three  overall  concerns  regarding  pricing: 

The  Department  has  requested  that  Wyeth-Ayerst  Laboratories  consider 
extending  the  public  discount  price  under  Public  Law  102-585  to  those 
OFF  contractors  that  do  not  receive  Title  X  family  planning  funds  or 
do  not  otherwise  qualify  for  the  federal  public  discount  price  of 
15.7  percent  but  provide  publicly  funded  services  to  low  income  family 
planning  clients.   The  430  OFF- funded  clinic  sites  serve  about  495,000 
clients  annually.   They  represent  the  safety  net  providers  in 
California  for  the  low- income  and  uninsured.   The  Department  is 
concerned  that  OFF  clinics  that  do  not  qualify  for  the  Fublic  Law 
discount  price  will  simply  not  be  motivated  to  provide  Norplant.   Many 
OFF  clinics  appear  to  be  slowing  their  Norplant  utilization.   The 
likelihood  of  non-Title  X  agencies  continuing  to  provide  Norplant 
insertions  is  reduced  even  more  if  they  are  required  to  pay  about  $57 
more  than  the  other  OFF  clinics  for  the  Norplant  system  and  yet  will 
be  reimbursed  the  same  minimal  amount  of  $426.   The  Public  Law  must 
clearly  allow  the  extension  of  this  discount  to  non- federal  programs 
serving  low  income  persons. 


The  Department  has  been  especially  pleased  with  the  acceptance  of 
Norplant  as  a  new  contraceptive  option  by  California  OFF  and  Medi-Cal 
clients.   The  training  support  Wyeth-Ayerst  Laboratories  has  provided 
to  OFF  has  been  greatly  appreciated  and  implementation  activities 
proceeded  smoothly.   However,  the  Department  was  greatly  disappointed 
in  the  notification  from  Wyeth-Ayerst  Laboratories  to  increase  the 
price  of  Norplant  from  $350  to  $365.   The  Department  has  had 
long-standing  concerns  about  the  market  price  of  Norplant, 
particularly  as  it  reduces  access  to  this  option  for  publicly 
subsidized  clients.   The  latest  price  increase,  just  eight  months 
after  being  added  to  the  OFF  and  Medi-Cal  scope  of  benefits,  further 
compounds  this  problem.   For  OFF,  due  to  the  limited  and  capped  amount 
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of  available  Norplant  funds,  the  $15  price  increase  results  in  400 
fewer  clients  annually  who  can  obtain  this  method,   (See  Attachment  A) 

Reflecting  the  demand  for  Norplant,  many  OFP- funded  clinics  have 
advised  that  they  have  long  waiting  lists.   Because  of  the  $365  price 
for  Norplant  and  the  limited  OFP  Norplant  specific  funding,  there  is  a 
limit  on  the  number  of  Norplant  insertions  that  can  be  funded.   Beyond 
the  basic  economics  that  a  reduced  price  would  allow  increased 
utilization,  there  is  the  issue  of  the  effect  of  the  price  on  Norplant 
on  the  general  provision  of  family  planning  services.   If  clinics  were 
capped  on  the  Norplant  specific  funding  available,  there  would  be  an 
unmet  demand  for  Norplant  kits  because  of  funding  unavailability.   If 
the  number  of  OFP- funded  insertions  were  allowed  to  increase  above  the 
Norplant  specific  funding  availability,  there  would  be  a  reduction  in 
the  number  of  clients  who  could  receive  any  family  planning  service. 
At  an  average  cost  per  client  for  OFP-funded  visits  of  $100,  for  every 
Norplant  insertion  above  the  funding  level  at  $426  per  insertion, 
there  would  be  four  clients  who  would  not  be  able  to  obtain  any  family 
planning  services. 

On  February  21,  1992,  the  California  Department  of  Health  Services 
announced  the  availability  of  Norplant  for  all  eligible  clients  of  Medi-Cal 
(Medicaid)  and  the  California  funded  Office  of  Family  Planning  (OFP) ,    There 
were  no  Norplant  specific  funds  allocated  for  Medi-Cal ;  Norplant  was  included 
as  a  covered  service  for  all  eligible  women.   Because  the  negotiations  between 
the  Department  of  Health  Services  and  Wyeth-Ayerst  Laboratories  to  add 
Norplant  to  the  Medi-Cal  scope  of  services  are  confidential,  it  is  not 
possible  to  disclose  the  results  of  those  negotiations. 

Governor  Pete  Wilson  has  been  strongly  committed  to  Norplant  and 
increasing  family  planning  services  in  California.   For  state 

Fiscal  Year  1991-92,  Governor  Wilson  included  $5  million  in  the  OFP  budget  to 
make  Norplant  available  to  OFP-funded  clients.   That  funding  level  was 
continued  in  state  Fiscal  Years  1992-93  and  1993-94.   OFP  provides 
comprehensive  clinical  services  to  men  and  women  with  incomes  at  or  below 
200  percent  of  the  federal  poverty  level  and  who  have  no  other  source  of 
health  care  coverage,  including  Medi-Cal.   The  clinical  services  include 
contraception,  male  and  female  sterilization,  and  infertility  services.   OFP 
services  are  available  to  the  extent  funds  are  available  in  the  OFP  budget; 
OFP  is  not  an  entitlement  program.   Clinics  are  reimbursed  for  services 
provided  to  clients  in  arrears  based  upon  a  Schedule  of  Maximum  Allowances 
(SMA)  for  each  visit  type.   Norplant  insertion,  removal  and 
removal-reinsertion  visit  types  have  been  added  to  the  OFP  SMA. 

The  $5  million  allocated  to  OFP  for  Norplant  includes  funds  to  reimburse 
clinics  for  the  cost  of  the  Norplant  System  Kit  and  the  cost  of  insertion,  as 
well  as  for  professional  training  and  educational  resources  relating  to 
Norplant.   OFP  reimburses  clinics  $426  for  insertions  including  the  purchase 
of  the  kit,  $111  for  removals,  and  $514  for  removals  and  reinsertions .   Since 
the  approval  of  Norplant,  there  have  been  over  12,800  insertions,  653  removals 
and  41  removal-reinsertions  funded  through  OFP.   At  this  time,  it  is  not 


228 


Congressman  Ron  Wyden 

Page  3 

November  4,  1993 


possible  to  identify  the  number  of  Medi-Cal  funded  insertions,  removals  or 
removal-reinsertions . 

OFP-funded  clinics  purchase  the  Norplant  System  Kits  directly  from  the 
distributor.   The  Department  of  Health  Services  does  not  participate  in  the 
purchase  process.   OFP-funded  clinics  include  private  nonprofit  clinics, 
universities  and  governmental  entities  (county  and  city  health  departments) . 
Many  of  these  clinics  have  limited  cash  flow,  so  bulk  purchasing  of  Norplant 
at  $365  per  system  may  be  difficult.   Because  OFP  reimburses  clinics  in 
arrears,  there  is  often  several  months  between  initial  purchase  of  the  kits 
and  the  receipt  of  reimbursement.   Some  clinics  are  reluctant  to  provide 
Norplant  at  all  because  of  the  high  initial  cost.   Others  can  only  purchase 
them  in  small  quantities  as  they  are  requested  by  clients.   From  the  client 
perspective,  the  reluctance  of  clinics  to  either  provide  Norplant  or  keep  them 
in  large  supply  means  that  clients  must  often  wait  until  the  Norplant  System 
Kit  is  delivered  and  an  appointment  time  is  available  for  the  insertion. 

OFP  has  made  Norplant  available  consistent  with  established  principles  of 
voluntary  and  informed  choice  among  all  available  contraceptive  options.   In 
order  to  maximize  the  cost-effectiveness  of  Norplant  resulting  from  its  low 
failure  rate  and  preVentiom  of  unintended  pregnancies,  educational  programs  to 
strengthen  counseling  skills  were  made  available  by  OFP  to  clinic  staff 
providing  pre-insertion  education  and  counseling  to  clients.   Training  of 
clinicians  and  counselors  in  the  use  of  Norplant  has  been  extensive.   The 
acceptance  and  long-term  use  of  Norplant  by  women  will  depend  upon  sensitive 
and  effective  counseling  in  the  family  planning  clinics.   OFP  funded  the 
development  of  culturally  appropriate  client  education  materials  in  order  to 
assure  that  all  women  have  access  to  complete  information  necessary  to  make  an 
informed  choice  about  the  use  of  this  method.   These  materials  are  available 
in  a  number  of  different  languages  and  reflect  California's  ethnic  diversity. 
Women  choosing  Norplant  are  informed  both  verbally  and  in  writing  of  how  it 
works,  its  effectiveness,  benefits,  advantages,  risks,  and  the  procedures  for 
insertion  and  removal.   Copies  of  these  materials  are  enclosed. 

OFP  has  also  funded  clinician  training  on  Norplant  insertion  procedures  to 
ensure  proper  placement  of  the  Norplant  device.  Wyeth-Ayerst  Laboratories  has 
greatly  supported  those  training  efforts. 

With  respect  to  contraceptive  development  for  the  future,  the  Department 
was  pleased  to  make  DMPA  (depo  medroxyprogesterone  acetate- -Depo  Provera)  a 
covered  method  of  contraception  under  OFP,  effective  April  1,  1993.   In 
addition  to  adding  DMPA  to  the  list  of  methods  available  to  OFP  funded 
clients,  OFP  has  incorporated  information  on  this  method  into  training 
programs  offered  to  clinic  staff.   Client  education  materials  specific  to  DMPA 
have  been  developed  with  OFP  funding  and  placed  at  clinics  to  ensure  each 
client  has  complete  information  in  order  to  make  an  informed  choice  among  the 
many  contraceptive  options  available. 
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November  4,  1993 


If  you  have  any  questions  concerning  this  written  testimony,  please 
contact  Stephen  W.  Kessler,  Deputy  Director,  Primary  Care  and  Family  Health 
at  (916)  654-0265. 


Sincerely, 


/  -^c^.i  .. 


Ron  Joseph 
interim  Dire 


?  s 
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Attachment  A 

STATI  OF  CAUFOONIA — HEAITH  AND  Wflf AR6  AG6NCY . 


DEPARTMENT  OF  HEALTH  SERVICES 

714/7^  P  5TSEET 
P.O.  BOX  M2732 
SACKAMENTO.  CA      94234-7320 

(916)  657-1425  OCT  2  2  1992 


Mr.  Lloyd  Fleming,  Director 
Trade  and  Government  Affairs 
Wyeth-Ayerst  Laboratories 
P.O.  Box  8299 
Philadelphia,  PA  19101-1245 

Dear  Mr.  Fleming: 

It  was  with  great  disappointment  that  I   read  your  letter  of 
September  11,  1992,  notifying  the  California  Department  of  Health  Services 
that  Wyeth-Ayerst  Laboratories  has  increased  the  price  of  Norplant  from  $350 
to  $365.   As  you  well  know,  the  Department  has  had  long-standing  concerns 
about  the  market  price  of  Norplant,  particularly  as  it  reduces  access  to  this 
option  for  publicly  subsidized  clients.   This  latest  price  increase,  just 
eight  months  after  being  added  as  a  benefit  of  the  Medi-Cal  and  Office  of 
Family  Planning  (OFF)  programs,  further  compounds  the  problem.   For  OFF,  due 
to  the  limited  and  capped  amount  of  available  Norplant  funds,  the  $15  price 
increase  results  in  400  fewer  clients  annually  who  can  obtain  this  method. 

As  you  are  aware.  Governor  Pete  Wilson  has  been  strongly  committed  to 
Norplant  and  increased  family  planning  services  in  California.   We  have  been 
especially  pleased  with  the  acceptance  of  Norplant  as  a  new  contraceptive 
option  by  California  OFT  and  Medi-Cal  clients.   The  training  support  that 
Wyeth-Ayerst  has  provided  to  OFF  has  been  appreciated.   The  implementation 
activities  have  been  proceeding  smoothly.   It  is  therefore  especially 
disappointing  that  your  company's  action  will  now  result  in  fewer  clients 
having  this  option  and  could  potentially  impact  utilization  in  California. 

In  light  of  the  national  debate  over  escalating  health  costs  and  the 
general  economic  climate,   particularly  in  California,  I  strongly  urge 
Wyeth-Ayerst  to  reconsider  your  decision  and  rescind  the  $15  price  increase, 
specifically  for  publicly  subsidized  clients.   I  am  available  to  discuss  this 
matter  with  you.   Please  contact  me  or  John  Rodriguez,  Chief  Deputy  Director 
of  Programs,  at  (916)  654-0391. 

Sincerely, 

Oriqino)  Slqned  3y: 
Atelty  Joe!  Coys,  -/.D.,  /.'..P.M. 

Molly  Joel  Coye ,  M.D.,  M.P.H. 
Director 
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SIAIt   OF  CAIIFOKNIA— HEALTH   AND  WELFARE   AGENOf 

DEPARTMENT  OF  HEALTH  SERVICES 

7U/7*4  P  STREET 
PO.  BOX  942732 
SACRAMENTO.  CA     94234-7320 

(916)    654-0357 


PETE  WILSON,  Gowmmor 


February  21,  1992 


FAMILY  PLANNING  PROVIDER  LETTER  92-03 
SUBJECT:  NORPLANT 


Dear  Family  Planning  Program  Director: 

The  Office  of  Family  Planning  (OFP)  is  pleased  to  announce  that  Norplant  has 
been  approved  as  an  OFP  reimbursable  method  effective  immediately. 
Low-income  women  in  California  now  have  another  contraceptive  option. 
Norplant  is  an  effective,  reversible  contraceptive  that  provides  protection 
for  five  years.  It  is  reported  as  one  of  the  most  effective  methods  of 
reversible  birth  control.  The  average  annual  pregnancy  rate  for  Norplant 
users  over  a  five-year  period  is  less  than  1  percent. 

The  OFP  reimbursement  rates  for  Norplant  visits  will  be  as  follows: 

VISIT  TYPE  114:   IMPLANT  INSERTION  S426 

VISIT  TYPE  115:   IMPLANT  REMOVAL  Sill 


VISIT  TYPE  116:   IMPLANT  REMOVAL/REINSERTION 


$514 


Each  implant  visit  includes  appropriate  counseling  and  education  which  is 
reflected  in  the  reimbursement  rate,  as  well  as  clinician's  services,  the 
cost  of  the  contraceptive  implant  at  S350  for  visit  types  114  and  116,  and 
medical  supplies.  If  additional  counseling  visits  are  required,  or  if  the 
client  decides  not  to  have  an  insertion,  the  visit  should  be  billed  as  a 
Minimal  Visit  type.  Code  104.  Also,  post-insertion  follow-up  visits  may  be 
billed  as  a  Minimal  Visit  Type:  Code  104. 

This  method  will  be  reported  as  method  "D"  for  "Implant"  on  the  OFP 
Billing/Data  Reporting  System.  (BDL). 

Each  OFP  contractor  will  be  required  to  add  this  new  option  to  the  education 
and  counseling  provided  to  OFP  contraceptive  clients  as  soon  as  agency  staff 
are  appropriately  trained.  It  is  anticipated  that  all  clinics  will  be  able 
to  implement  this  requirement  by  July  of  1992.  Contractors  will  be  required 
to  revise  their  education  protocols  (and  medical  protocols  for  clinics 
providing  insertion  and  removal  services)  for  the  provision  of  this  new 
method. 
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February  21,  1992 


Enclosed  are  the  following  materials  that  will  assist  you  in  adding  Norplant 
to  your  agency's  protocols: 

OFP  Norplant  Policy  Statements  and  Guidelines  with  the  following 
sample  attachments: 

A.  Sample  Consent  Form  for  Norplant  insertion  (front)  and  removal 
(back) . 

B.  Sample  Client  Information  Sheet,  "All  About  Norplant". 

C.  Sample  Norplant  Protocol. 

D.  Scunple  Post  Insertion  Instructions. 

E.  OFP  Norplant  Training  Guidelines  for  Clinicians  and  Sample 
Statement  of  Completion  of  Norplant  Training. 

The  revised  Standards  will  be  sent  under  separate  cover. 

Please  note  that  a  complete  set  of  camera-ready  copies  of  the  educational 
materials  are  enclosed  for  your  use. 

Special  acknowledgement  and  thanks  to  the  members  of  the  OFP  Norplant 
Advisory  Committee  who  graciously  gave  of  their  time  and  expertise  in  the 
development  and  review  of  the  sample  attachments. 

Please  be  aware  that  the  sample  client  consent  forms  and  instruction  sheets 
are  draft  versions  that  will  continue  to  be  field  tested  and  are  subject  to 
revision.  Revised  versions,  including  Spanish  translations,  will  be 
distributed  to  OFP  contractors  as  available.  These  sample  materials  are 
intended  to  be  used  as  a  supplement  to  the  Wyeth-Ayerst  client  information. 

Contractors  who  do  not  wish  to  offer  Norplant  insertions  and  removals  onsite 
at  their  clinic  shall  develop  agreements  to  refer  clients  selecting  this 
method  to  another  OFP  funded  clinic  where  this  method  is  available,  at  no 
charge  to  the  client,  except  for  the  designated  co-payment  fees.  The  OFP 
Directory  has  been  updated  to  reflect  the  availability  of  Norplant 
insertion/removal  services. 

All  clinicians  who  insert  and  remove  Norplant  should  satisfactorily  complete 
two  levels  of  training.  Level  I  includes  didactic  training  and  supervised 
insertion  and  removal  practice  experience  using  a  model  training  arm.  Level 
II  training  includes  completion  of  human  insertions  and  removals  under 
supervision  by  an  experienced,  qualified  supervisor.  See  Attachment  E  "OFP 
Norplant  Training  Guidelines  for  Clinicians"  for  more  information. 

OFP  will  continue  to  offer  Norplant  training  opportunities  for  both 
clinicians  and  counselors  through  OFP ' s  Professional  Training  contracts. 
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(Please  see  the  enclosed  training  announcements.)  Education  Programs 
Associates,  Inc.  (EPA)  will  be  offering  seven  clinician  Norplant  training 
sessions  for  nurse  practitioners,  registered  nurses,  nurse  midwives, 
physician  assistants  and  physicians.  For  client  educators/counselors,  a 
total  of  sixteen  training  sessions  will  be  offered  by  Planned  Parenthood 
Alameda/San  Francisco  in  Northern  California  and  Los  Angeles  Regional  Family 
Planning  Council  in  Southern  California.  Please  contact  the  agencies 
directly  for  more  information.  Norplant  training  has  been  incorporated  into 
the  curricula  of  the  future  professional  training  courses. 

OFP  has  contracted  for  the  development  and  testing  of  additional  Norplant 
client  education  materials.  These  will  be  made  available  to  OFP  contractors 
free-of-charge  through  the  OFP  Bulk  Distribution  contract  with  EPA  as  they 
are  completed. 

Additionally,  Norplant  training  is  strongly  encouraged  for  all  medical 
directors  and  OB/GYN  consultants  of  OFP  clinics.  Medical  updates  on 
Norplant  will  continue  to  be  offered  by  the  OFP  Professional  Training 
contractors. 

To  update  our  training  needs  and  to  confirm  those  agencies  which  are 
currently  providing  or  planning  to  provide  on-site  Norplant  insertions  and 
removals,  please  complete  the  enclosed  Norplant  Survey  and  return  it  by 
March  13,  1992  to  the  Office  of  Family  Planning. 

Thank  you  for  your  help  and  patience  during  this  period.  I  am  delighted 
that  we  can  move  forward  by  making  Norplant  an  option  available  to  all  OFP 
clients.  If  you  have  any  questions,  please  contact  your  Regional  Program 
Consultant,  Lynne  Harnett,  Chief,  Clinical  Services  Section,  or  me. 

Sincerely, 


^iouuL  fiu^tuo 


Gail  Koester,  Chief 
Office  of  Family  Planning 


Enclosures 
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STATE  OF  CALIFORNIA  DEPARTMENT  OF  HEALTH  SERVICES 

OFFICE  OF  FAMILY  PLANNING 

NORPLANT*   POLICY  STATEMENTS  AND  GUIDELINES 


I .      Introduction 

Norplant  is  an  effective,  long- lasting ,  reversible  new  contraceptive 
method  recently  approved  by  the  California  Department  of  Health  Services 
as  a  benefit  for  Office  of  Family  Planning  (OFP)  and  Medi-Cal  clients. 
These  Norplant  Policy  Statements  and  Guidelines  are  intended  Co 
supplement  Che  "Standards  for  Contraceptive  and  Pregnancy  Testing 
Services"  of  Che  Guidebook  for  Family  Planninif  Services  to  assise 
providers  in  che  development  of  their  Norplant  medical  and  counseling 
protocols . 

II.      General   Policy  Statements 

A.  Norplant  shall  be  made  available  to  clients  on  a  voluntary  basis  as 
one  of  a  number  of  contraceptive  options.  Individuals  shall  not  be 
coerced  or  induced  to  accept  any  particular  contraceptive  method  and 
family  planning  services  shall  not  be  required  for  receipt  of  any 
public  assistance  benefits. 

B.  All  clients  shall  be  fully  informed  of  all  available  contraceptive 
alternatives   in  order   Co  make   a  comparative  choice  of  methods. 

C.  Clients  choosing  Norplant  shall  be  informed,  both  verbally  and  in 
writing,  of  how  Norplant  works,  effectiveness  rates  and  duration  of 
effectiveness,  benefits,  disadvantages  and  known  risks;  side 
effects;  complications;  and  insertion  and  removal  procedures.  The 
client  consent  for  Norplant  shall  be  documented  by  a  signed  and 
witnessed  method-specific  consent   form. 

D.  Clients  shall  be  counseled  that  Norplant  does  not  protect  against 
sexually  transmitted  diseases.  Counseling  shall  stress  che 
importance  of  routine  physical  examinations  on  an  annual  basis  or 
more  often  if  medically  indicated. 

E.  Clients  shall  be  informed  that  the  implants  can  be  removed  at  any 
time  but  they  muse  be   removed  at  che  end  of  the   fifth  year  of  use. 

III.      Protocols 

A.  Norplsnt  medical  and  educational  services  shall  be  provided  in 
accordance  with  each  agency's  current  written  clinic  protocols. 
Protocols  should  include,  but  not  be  limited  to,  counseling  and 
client  education,  informed  consent  process,  medical  evaluation, 
insertion/removal  procedures,  follow-up,  medical  side  effects, 
complications,  and  training.  Protocols  should  Include  copies  of  the 
client  forms  and  educational  materials.  (Note:  Sample  generic 
protocols,  client  Information  sheets,  consent  forms,  and  client 
instruction  sheets  are  attached  for  your  Information  and  use) . 

•Norplant  System  Is  the  registered  trademark  of  Wyeth-Ayerst  and  the  Population 
Council  for  contraceptive  subdermal  Implants. 
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B.  Norplant  shall  be  available  to  enrolled  fanily  planning  clients  who 
request  this  method  and  who  have  no  absolute  medical 
contraindications  to  Norplant.  Optimal  candidates  are  women  who 
desire  long-term  continuous  contraception  for  five  years.  Because 
of  its  high  cost,  Norplant  should  not  be  considered  as  a  short-term 
(less  than  2  years)  contraceptive.  Because  continuation  rates  are 
closely  related  to  counseling,  the  importance  of  effective  client 
education  and  counseling  cannot  be  overemphasized. 

C.  Norplant  is  a  good  medical  option  for  selected  clients.  Optimal 
candidates  are  women  who:  (1)  have  not  yet  completed  child-bearing 
but  desire  long-term  birth  spacing;  (2)  have  completed  childbearing 
and  are  considering  surgical  sterilization,  but  want  to  avoid  an 
irreversible  procedure;  (3)  have  experienced  serious  or  minor 
estrogen-related  side  effects  with  oral  contraceptives;  or  (4)  have 
had  problems  with  episodic  (intercourse-related)  contraceptives, 
other  hormonal  methods,  or  lUDs. 

D.  Enrolled  clients  choosing  Norplant  shall  receive,  or  have  on  record, 
an  initial  complete  history,  physical  examination,  and  laboratory 
tests  and  annual  visits  in  accordance  with  OFF  Standards  as  required 
for  all  OFF  contraceptive  clients. 

E.  Clients  using  Norplant  shall  be  advised  to  return  after  insertion 
for  follow-up  visits  as  needed.  Clients  shall  be  scheduled  for 
annual  examinations,  including  a  Pap  smear. 

IV.   Training 

A.  Clinicians  who  perform  Norplant  Insertions  or  removals  shall 
satisfactorily  complete  Norplant  specific  training.  Training  should 
Include  didactic  training  and  a  practlcum  session  which  Includes 
supervised  experience  with  a  model  training  arm  followed  by 
proctored/supervlsed  human  Insertion  and  removal  procedures. 
Separate  training  is  required  for  Norplant  removal.  (See  the 
attached  Office  of  Family  Planning  "Norplant  Training  Guidelines  for 
Clinicians*. ) 

B.  Staff  who  conduct  Norplant  counseling  and  education  shall 
satisfactorily  complete  appropriate  training. 

V.      Billing  and  Co-Payment 

A.  Norplant  shall  be  available  to  all  OFP  certified  clients  either 
onalte  or  by  referral  at  another  OFP  funded  clinic  site.  Clients 
above  100  percent  of  the  federal  poverty  level  shall  not  be  charged 
for  the  cost  of  the  Norplant  Insertion  except  for  the  designated  co- 
payment  fees.  Clients  at  or  below  100  percent  of  the  federal 
poverty  level  shall  not  be  charged  for  tha  coat  of  Norplant  or  for 
any  co-payment  fees. 
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B.   Billing   for   Norplant   shall   be   as   follows   effective 
February  21,  1992: 


Visit  Type  114 
Visit  Type  115 
Visit  Type  116 


Implant  Insertion  $  426. 
Implant  Removal  $  111. 
Removal/Reinsertion   $  514. 


C.  Post-insertion  follow-up  visits  may  be  billed  as  a  minimal  visit, 
code  104,  or  limited  visit  code  103,  as  appropriate. 

D.  The  Primary  Method  which  should  be  reported  to  the  OFP  Billing-Data 
Reporting  System  (BDL)  for  Norplant  clients  is  the  new  method  "D" 
for  the  "Implant"  Contraceptive  Method. 

VI.   List  of  Sample  Attachments 

A.  Norplant  Consent  Form  for  insertion  (front)  and  removal  (back). 

B.  Client  Information  Sheet,  "All  About  Norplant". 

C.  Sample  Norplant  Protocol  with  Appendices  including  Insertion  Record 
and  Laboratory  Values  in  Norplant  Users. 

D.  Norplant  Post- Insertion  Instructions. 

E.  Norplant  Training  Guidelines  for  Clinicians. 
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Name  of  Agency 

Consent  for  Norplant 

When  you  sign  this  consent  fonn.  you  are  saying  that  you  have  freely  chosen  to  use  Norplant  as  a 
methocj  of  birth  control.   Please  initial  each  section  that  you  agree  with. 

1  am  aware  that  there  are  many  birth  control  methods  to  choose  from.  These  include: 

■  Norplant  ■  Diaphragm  and  Cream  or  Jelly 

■  PUl  ■  Cervical  Cap 

■  lUD  ■  Fertility  Awareness  Method  or 

■  Condom  Natural  Family  Planning 

■  Sponge  ■  Sterilization  for  Men  and  Women 

■  Spermicides 

I  have  been  told  how  Norplant  works  to  keep  women  from  getting  pregnant. 

I  have  been  told  that  the  risk  of  getting  pregnant  while  using  Norplant  is  about  1%  per  year. 

This  means  that  1  woman  out  of  100  using  Norplant  each  year  may  get  pregnant. 

I  am  aware  that  I  can  have  Norplant  taken  out  at  any  time  and  for  any  reason. 

I  have  been  told  that  a  set  of  Norplant  implants  works  for  five  years.   I  agree  to  have 
Norplant  taken  out  by  the  end  of  five  years  or  If  I  get  pregnant. 

I  am  aware  of  the  benefits,  disadvantages  and  known  risks  of  using  Norplant. 

I  have  been  told  about  the  possible  side  effects  of  Norplant.  I  am  aware  that  most  women 

who  use  Norplant  have  changes  in  their  menstrual  bleeding. 

I  have  been  toW  what  to  expect  when  Norplant  is  put  In  and  taken  out.   I  am  aware  that  I 

may  feel  some  discomfort  during  and  after  these  procedures. 

I  have  been  told  about  the  possible  problems  that  may  occur  when  putting  in  or  taking  out 

Norplant: 

■  Allergic  response  to  the  anesthetic. 

■  Bruising  or  soreness  around  the  Implants  after  Norplant  Is  put  In  or  taken  out. 

■  Infection. 

■  After  Norplant  Is  put  in,  an  implant  could  come  out. 

■  When  Norplant  Is  taken  out.  an  Implant  could  break. 

I  have  been  told  that  Norplant  is  not  known  to  cause  major  health  problems. 

I  have  been  told  about  the  Norplant  warning  signs  and  know  how,  when  and  where  to  get 

medical  care. 
I  am  aware  that  Norplant  does  not  protect  me  from  the  AIDS  virus  or  other  sexually 

transmitted  diseases. 

I  am  aware  that  I  need  to  be  checked  yearly  or  any  time  I  am  having  problems. 

I  have  read  the  InformaUon  sheet  called  All  About  Norplant.  I  have  had  all  of  my  quesUons 

answered.   I  have  been  told  I  can  get  answers  to  further  quesUons  if  they  come  up. 


Based  on  my  knowledge  of  the  above.  I  consent  to  the  Insertion  of  Norplant. 

Signed Date 

Witness    — Date 


Engltth         D<wtop*d  •«>  Produo«l  b^  Educalan  Progr«n«  Auoaalw  (EPA)  w«h  th«  C«Homia 


0.(ann»nlotHM»S«(v«»«OtfK»o(F.m<rPUm<in9         a^yitonjmuar,  \Va 
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Name  of  Agency 
Consent  for  Norplant  Removal 


When  you  sign  this  consent  form,  you  are  saying  that  you  have  freely  chosen  to        e  out 
Norplant.    Please  iniUal  each  section  that  you  agree  with. 

1  have  been  told  that  as  soon  as  Norplant  is  taken  out.  it  will  no  Ion       Keep  me 

from  getting  pregnant. 

I  am  aware  that  if  1  don't  want  to  get  pregnant  after  Norplant  is  taken  out.  I  can 

have  a  new  set  of  Norplant  implants  put  in  or  choose  a  different  birth  control 
method  today. 

I  have  been  told  what  to  expect  when  Norplant  is  removed.   It  will  take  around 

20  to  30  minutes  to  take  out  Norplant.   First,  the  skin  over  the  implants  will  be 
cleaned  and  numbed.   Next,  a  small  cut  will  be  made  close  to  the  tips  of  the 
implants.   Then  all  six  implants  will  be  removed.    1  am  aware  that  I  may  feel  some 
discomfort  during  this  procedure. 

1  have  been  told  about  possible  problems  that  may  occur  when  taking  out 

Norplant: 

■  Allergic  response  to  the  anesthetic. 

■  Bruising  or  soreness  where  the  implants  were  removed. 

■  Infection. 

■  One  or  more  implants  could  break. 

■  A  second  cut  could  be  needed  to  take  out  all  of  the  implants. 

■  A  second  visit  could  be  needed  to  take  out  all  of 
the  implants. 

I  have  been  told  how  to  care  for  my  arm  after  Norplant  is  removed.   I  am  aware 

of  signs  of  infection  and  know  how,  when  and  where  to  get  medical  care 
if  needed. 

I  have  had  all  of  my  questions  answered. 


Based  on  my  knowledge  of  the  above.  1  consent  to  the  removal  of  Norplant. 


Signed. 


Date 


Witness. 


Date 


If  you  have  any  problems  or  quesUons,  please  feel  free  to  call_ 
For  an  emergency  when  the  clinic  is  closed,  call 


— — 0^.^^  „j  p,^^  ^  E*,c«»^  p.og,.„  *,«<«.«  lEPAl  «.!.  .h.  CMom,.  D«««mM  ol  H«,h  S«y«~  0«k,  o.  f  .ml,  PM^.og  D,*  V«»n  J»„«,  1 
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All  About 

Norplant 


Norplant  is  a  form 
of  birth  control  tliat  can 
keep  you  from  getting 
pregnant  for  5  years. 


Norplant  Is  made  of  6 
small,  soft,  thin  tubes  called 
Implants.  These  Implants  are 
placed  Just  under  the  skin  in 
your  upper  arm.  They  slowly  let 
out  a  small  amount  of  hormone 
to  keep  you  from  getting 
pregnant. 


How  well  does 
Norplant  work? 

Norplant  Is  very  good  at 
keeping  women  from  getting 
pregnant.    Only  1  woman  out  of 
100  who  use  Norplant  each  year 
may  get  pregnant.   Norplant 
starts  to  work  shortly  after  it  is 
put  in  place.  Then,  you  and 
your  partner  don't  have  to  worry 
about  birth  control. 

How  is  Norplant 
put  in? 

It  takes  about  1 5  minutes 
to  put  Norplant  in  place.   First, 
the  Inside  of  your  arm  above 
your  elbow  is  cleaned.   Next,  the 
spot  where  the  Implants  will  be 
put  in  is  numbed.  Then  a  small 
cut  is  made  m  the  skin.  Last, 
the  6  implants  are  placed  Just 
under  your  skin  in  a  fan  shape. 
A  bandage  is  put  on  to  protect 
the  spot  for  a  few  days. 

How  is  Norplant 
taken  out? 

It  takes  about  30 
minutes  to  take  out  Norplant. 
First,  the  skin  over  the  implants 
is  cleaned  and  numbed.   Next,  a 
small  cut  is  made  close  to  the 
tips  of  the  implants.  All  6  implants 
are  then  taken  out.   If  you  want 
to  keep  using  Norplant,  a  new 
set  of  implants  is  put  in  through 
the  same  cut. 


The  implants 
are  put  in  here. 


When  is  Norplant 
taken  out? 

You  can  choose  to  have 
Norplant  taken  out  at  any  time. 
It  must  be  taken  out  after  5 
years  or  if  you  get  pregnant. 


Are  there  any 
problems  when 
Norplant  is  put  in 
or  taken  out? 

Most  women  don't  tiave 
problems  when  Norplant  is  put 
in  or  taken  out.   Sometimes, 
it  bums  when  the  arm  is 
numbed.   Some  women  feel 
tugging  or  pressure  when  the 
implants  are  put  in  or  taken 
out.  Often,  the  spot  where  the 
implants  are  put  in  is  bruised 
and  sore  until  it  heals. 

Rarely,  there  are  other 
problems.  A  few  women  have 
had  implants  come  out.  Once 
in  a  while,  as  Norplant  is  taken 
out.  an  implant  breaks.  Also, 
the  cut  has  become  infected  in 
a  few  women. 


240 


What  about 
any  side  effects 
of  Norplant? 

Most  women  who  use 
Norplant  have  a  change  In 
their  menstrual  bleeding. 

There  is  no  way  to  tell  what 
kind  of  bleeding  change  you 
will  have  until  Norplant  is  put 
in.  Here  are  the  changes  that 
may  happen. 

"■  You  may  have  many  days  in 
a  row  of  sjxjttlng  or  bleeding. 

■  You  may  not  know  ahead  of 

time  when  you  will  spot  or 
bleed. 

■  You  may  have  spotting 

between  periods. 

■  You  may  have  no  bleeding 

at  aU. 

Because  of  these  menstrual 
changes,  you  may  need  to 
wear  a  pad  every  day.   Some 
women  only  have  one  of  these 
changes.  Others  may  have 
two  or  three  of  them.  By  the 
end  of  the  first  year,  most 
bleeding  changes  get  better. 

There  are  some  other 
side  effects  which  some 
women  have  with  Norplant. 
These  are  headaches,  acne, 
and  weight  gain  or  loss.  A  few 
women  get  sore  breasts, 
bloating,  cysts  on  their 
ovaries,  rashes,  hair  loss  or 
more  facial  hair.  A  few  women 
also  feel  nervous,  depressed  or 
dizzy. 

There  are  no  known 
major  health  problems  from 
Norplant. 


If  you  have  any  questions  or  concerns, 
ask  for  help.   It  is  your  choice  whether  Norplant  is 
right  for  you. 


What  do 

some  women  like 

about  Norplant? 

■  It  is  very  good  at  keeping  you 
from  getting  pregnant. 

■  It  lasts  for  5  years. 

■  It  is  easy  to  use.  Once  It  is 
In.  you  don't  need  to  worry 
about  birth  control. 

■  It  is  safe.  It  is  not  known  to 
cause  major  health  problems. 

■  If  you  want  to  get  pregnant, 
you  can  have  Norplant  taken 
out.  Once  it  is  taken  out.  it 
won't  keep  you  from  getting 
pregnant. 


What  do 

some  women  dislike 

about  Norplant? 

■  It  causes  changes  In  your 
menstrual  bleeding. 

■  It  may  cause  other  side 
effects  like  headaches  or 
acne. 

■  It  must  be  put  in  and 
taken  out  at  a  clinic. 

■  You  may  be  able  to  see 
the  implants  or  a  small 
scar  on  your  arm. 

■  You  can  feel  the  implants 
when  you  touch  your 
arm. 


Norplant  does  not  protect  you  from  the  AIDS 
virus  or  other  STDs  (diseases  spread  by  having  sez). 
To  protect  yourself  from  these  diseases,  use  condoms  when  you 
have  sex. 


Name  of  Clinic: 


Oevoloped  and  Produced  by  Education  Programs  Assooates  (EPA)  wrth  the  CaJilomia  Depadmenl  ol  Heartrr  Serv 
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Attachment   C 
Sampia  Norplant  Prataeot 


Introduction 
Client  Sanction 


A.  Indleattons 

B.  Contraindications 


III.    Pre-lnsartlon  Evaluation 


A.  Counseling 

B.  Consant 

C.  Hictory  and  phytleat  axaminatlon 
0.  UiMratory 

IV     Insertion  and  Reinoval 

A.  Ganerai  guldellnes 

B.  insertion  tecnnique 

C.  Follow-up 

D       Removal  technique 

V.  Management  ot  Side  Enacts  and  Complications 

A  I  rregular  bleeding  patterns 

5.  Possible  pregnancy 

C.  Headache 

D.  weigm  gam 

E.  Infection  or  bleeding  at  Intettlon  site 

F.  Expulsion 

VI.  Personnel  and  Credentlaling 
VII    Quality  Assurance 


APPENDICES: 


Considerations  Regarding  Screening  (or  Cardiovascular  Disease  Risk  Factors 
Sample  Insertion  Form 


Developed  by: 

Michael  Policar,  M.D.,  M.P.H. 


At  the  request  of: 
Stats  of  California 
Department  of  Health  Services 
Office  of  Family  Planning 
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SMnpia  Norplant  Praiecol 


I.     Introduction 


Noipiant  IS  a  cominuous  reiea»e  oiniracaptiva  system  that  provldas  hlgtily  ettectrva  bittn  eomrol  tor  up  to  ttve  yaars. 
Bacauaa  o«  the  cost  c(  the  system,  It  should  not  De  used  routinely  as  a  snort  term  coniracaotlve.  that  la.  when  use  ot 
the  system  i«  antldpatad  to  be  less  than  2  yeaxs.  Because  continuation  rates  o(  Norplant  appear  to  be  highly 
depenoani  upon  detailed  counsettng  ana  ioliow-up,  cllnlclana  will  need  to  maintain  an  up-to-date  Knowledge  ot  the 
use  of  this  method. 

11.     Cllant  Salactlon 

A       Norplant  Is  Indicated  tor  cUanU  who  prefer  this  method  over  others  and  who  do  not  nave  absolute 
contraindications  as  listed  in  Secuon  IIB.  Optimal  candidates  ar»  women  who: 
1         Have  not  yet  computed  childbaanng  but  desire  long-term  birth  spacing. 

Z.        Have  completed  chlldbearing  and  are  considering  surgical  stertlbatlon,  but  who  want  to  avoid  surgery  or 
an  irreversible  procedure. 

3  Have  •xparlanced  serious  or  minor  asttogen-relatad  side  effects  with  OC's. 

4  Have  had  problems  with  episodic  (intercourse-related)  comraceotivas.  other  hormonal  methods,  or  lUD's. 

-  B.      Contraindications: 

1 .       Absolute  eomralndioatlons: 

a.  Active  thrombophlebitis  or  thromooamoollc  disorders 

b.  Undiagnosed  abnormal  genital  bleeding 

c.  Known  or  suspected  pregnancy 

d.  Active  liver  disease 

e.  Benign  or  malignant  liver  tunvar 

f.  History  of  known  or  presently  suspected  breast  cancer 

2  Relauve  contralndleaUons:  the  following  conditions  nwy  increase  the  medical  risks  lor  woman  who  use 
Storpiam.  If  a  client  has  any  of  the  conditions  listed  below,  consultation  with  a  physeian  is  advised  and 
should  be  documented  in  the  ciienrs  chart: 

a.  Hitlory  o1  heart  attack  or  stroke 

b.  History  of  a  ctottir^g  or  bleeding  disorder 

c.  History  of  eotopio  pregnancy 

d.  Migraine  headaches 

e.  Severe  endogenous  depression 

f .  Seizure  disorder  with  currant  use  of  anticonvulsants 

g.  Allergy  to  or  intoisranca  of  available  local  anesthetics, 
h.       Cardiovascular  risk  factors:  s«e  Appendix  A. 

III.    Pr»>lnsartlon  Evaluatloit 

A.      Counseling: 

1 .       Counseling  and  written  informattonal  material  regarding  all  available  matnods  of  contraception  must  be 

providad. 
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Mathod  tp«eillc  counMling  rsgardino  Norplant  must  includa  ma  lollowltKI  topica: 

a.  Qanaral  datcrtptlon  of  th«  davlcs:  duration  ot  action 

b.  Machaniams  ot  action 

c.  Effacth/anatt  ratas  in  comparison  with  otiiar  mathoda. 

d.  Compafison  ot  the  advantages  and  disadvantages  ot  Norplant  vs.  other  methods  ot  contraception. 
•.        Ravlaw  o«  aida  altaos  wHn  ampnasls  on  common  bleeding  patterns 

f.  Method  ot  Inianlon  and  removal.  Indudlng  timing,  tectuilque.  sensations,  and  potential 
cempUcatlons.  Dummy  Implants  should  be  used  to  demonslrata  the  saa  ot  the  capsules  and  the 
placamarM  sHa  ot  Implantation. 

g.  Indications  tor  Norplant  removal.  In  addition  to  advice  raoardlng  the  aalectton  of  a  medical  provider 
should  tha  client  move  to  anotner  locale. 

h.       Initial  and  long-tenn  tlnanciai  costs.  Including  a  comparison  to  the  costs  ot  using  other  methods  (or 
equivalent  partods  of  time. 

I.         Absence  ot  protection  from  sexually  transmitted  diseases  and  the  necessity  tor  the  coincident  use 
of  a  bamar  contraceptive.  If  there  is  potential  exposure  to  a  STD. 

j.         Concerns  regarding  the  interaction  ot  Notplant  and  cigarette  smoking.  This  discussion  should 

includa  a  daacrtptlon  ot  the  increased  hsK  ot  cardiovascular  compUoatlons.  such  as  heart  attack  am 
stroke,  in  OC  users  who  are  over  35  years  old  and  who  snvska  cigarettes.  While  It  Is  not  yet  known 
whether  such  an  Interaction  occurs  with  Norplant,  women  who  use  Norplant  should  be  advised  not 
to  smoke,  but  should  not  be  excluded  from  use. 

Allow  time  for  a  discussion  ot  the  client's  concerns  and  questions.  Oevekipment  of  realistic  expectations 

Is  crttlcal  if  long  continuation  rates  are  to  be  achieved. 

It  the  cliartl  opts  to  have  Norplant  Inserted, 

a.  PiQvtda  reading  level  and  languaga-appropnate  Norplant  Informatkinal  literature. 

b.  Supply  a  copy  of  the  FDA  approved  manufacturers  wnttan  Intormation  pampniet. 


1 .  "ma  client  must  read  and  sign  a  written  consent  (or  Norplant  Insertion  whk:h  will  be  retained  in  the  medical 
record.  A  copy  of  this  form  also  may  be  given  to  the  client. 

C.      History,  physical  examination,  and  pap  smear  are  performed  In  a  manner  kjemical  to  that  of  a  OC  user. 

1 .  I(  a  previously  registered  client  requests  Norplant  Insertion,  a  completed  Initial  or  annual  examination  and 
pap  smear  within  the  past  year  represents  an  adequate  data  base,  imen/al  historical  Intormation  must  be 
entered  on  the  Norplant  insertton  Record. 

2.  If  a  new  client  requests  Norplant  insertkin.  an  Initial  history,  physical  exam,  and  pap  smear  must  be 
completed  and  findings  recorded. 

IV.   Insertion  and  Removal 

A.      Qeneral  guidelines: 

t .       If  the  client  has  not  been  using  continuous  contraception  in  the  preceding  cycle,  insertion  should  be 

performed  In  the  first  7  days  after  the  onset  of  the  menses,  in  this  case,  contraceptive  levels  of  hormone 
are  reached  within  24  hours  of  Insertion. 
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2.  It  m«  cilsni  pratamiv  I*  utino  a  eorainuout  m«tnoa  of  eomr«c«Dtlon  (eg,  OC"»  or  lUDV  Norplant  msenion 
may  Da  partormad  at  any  tima  ot  tna  momn.  OC'a  inoukJ  ba  continued  untH  ina  and  ol  the  praaart  Pill 
cycle.  II  the  ctiant  haa  missed  any  Pins  In  tna  present  cydo.  a  negatlva  niohly  sanalllva  pregnancv  test 
snould  ba  docucnamad  and  a  back  up  mettiod  used  until  the  present  pack  is  completed.  lUD's  should  be 
removed  with  the  onset  ot  the  next  menses. 

3.  Although  not  advisable.  Insanton  may  be  necessary  beyond  day  7  In  a  woman  who  has  not  used 
continuous  oontraeaptlon  In  the  prassnt  cyda.  In  this  case,  a  negative  highly  sansith/a  pregnancy  test 
must  be  documented  before  insenion  and  a  back-up  method  ot  contraception  used  lor  ire  next  2  waeKs. 

4.  Postpartum  women  who  are  not  lactatlng  or  woman  who  have  undergone  therapeutic  aoomon  may  have 
Norplant  Inserted  Immediately  after  completion  of  the  pregnancy.  Insertion  In  postpanum  lactatlng  women 
should  be  delayed  for  e  weeks  to  aitow  tor  iha  estabUahfnem  of  lactation. 

B.      Insertion  technique  (tor  nght  handed  clinicians;  reverse  hand  Instructions  it  lett-handad). 

I .        Supplies: 

a.  Norplant  Insertion  kit.  It  Is  advisable  to  have  one  extra  kit  on  site  shoukl  a  capsule  become 
contaminated  dunng  Insertion  and  the  use  ot  a  substitute  stanie  capsule  becomes  necessary. 

b.  Startle  gtoves.  Most  clinicians  prefer  to  use  a  specific  hand  sua  in  order  to  increase  tactile 
sensitivity  rather  than  using  generic  "small*  or  'large'  sized  gloves. 

c.  Skin  antiseptic  (eg,  Betadine  or  Hlbldens  solution) 

d.  Local  anesthetic  solution: 

1 .  The  "Standard"  anesthetic  agent  used  Is  lldocalne  1%  solutkin. 

2.  Many  clinicians  prefer  lldocalne  l%  with  1 :100,000  aplnephhne,  since  it  causes  local 
vasoeonstnetlon  and  may  decrease  skin  bnjising. 

3.  in  order  to  decrease  the  burning  Induced  by  the  anesthetic  agent,  it  may  ba  buffered  with  i 
meq  of  sodium  btcareonate  per  10  cc.  of  lldocalne  (this  corrtslnatlon  is  unstable  and  must  be 
discarded  It  not  used  within  24  hours). 

e.  Optional  extra  neeoles  (see  4d  below):  25  gauge  V  and  18  gauge  1  1/2'  needles. 

2.  The  client's  non-dominant  ann  Is  most  appropriate  for  Insenion. 

a.  Stabilize  and  elevate  the  upper  arm  relative  to  the  table,  to  thai  the  surface  ot  the  upper  arm  is  at 
the  same  level  as  the  chest.  This  may  be  done  easily  with  a  2'  thick  book. 

b.  The  indslon  site  should  be  chosen  at  a  point  8-10  cm  from  the  medial  epiconoyie  of  the  elbow 

c.  Pre-lnsertion  skin  marking  with  a  template  Is  very  helpful  In  achieving  an  optimal  insertion  pattern. 
A  surgical  skin  marker  must  be  used  to  maik  the  points. 

3.  Cleanse  the  skin  with  an  antlseptte  to  Include  the  Insenion  Held  to  the  level  ol  the  eibow. 

<t         Administer  local  anesthesia: 

a.  Using  a  22  gauge  needle,  raise  a  skin  wheal  with  1/2  cc.  of  anasthetk;  sokjtion. 

b.  Anestnetae  the  field  ol  Insertion  with  6  co  ot  anastheto.  Approximately  3/*  cc.  of  sokjtion  should  be 
placed  Into  each  track,  with  care  to  deposit  the  anesthetic  track  as  the  needle  is  being  withdrawn. 

c.  The  kjcation  and  depth  of  the  channels  made  by  the  needle  are  critical  as  they  are  the  same  used 
lor  placement  of  the  Norplant  capsules  in  the  subdermai  plane. 
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a.        Soma  clinicians  prsfer  to  use  an  altarnatlva  clioica  ol  naadlas  during  anasthatlc  piacsmant: 

1        Sine*  a  smallar  callbar  naadla  land*  to  cauia  Mm  pain  at  Inaartlon.  a  25  gauga  naadia  is 

usad  to  placa  tna  initial  skin  wneal. 
2.      Subaaquantty,  an  18  gauge  1  1/2  Inch  naaola  Is  usad  for  placamant  of  the  anasttwtlc  tracks, 
owing  to  ths  cbsarvatlon  mat  a  widar  anastnatic  track  may  taclHtata  trocar  placamant. 
5         Uaka  a  2  mm.  Incision  witn  the  scalpal  OR  usa  tha  trocar  to  punctura  tha  skin 

6.        insart  Itie  trocar  wHh  ttia  right  hand  and  advanca  luDdarmally  with  tha  bevel  UP  and  tha  obturator  held  In 
placa  by  tha  tourtn  tingsr.  Stop  advancement  whan  tha  second  mark  (nearest  the  hub)  raachas  tha 
Incision.  Tha  key  to  accurate  subdaimal  placement  Is  adequate  skin  taming,  which  Is  achieved  by  levenng 
the  trocar  upwards  with  2  lingers  under  and  the  thumb  on  top  ot  tha  trocar  hub. 

7  Once  luUy  poadtonad,  remove  the  obturator  from  the  trocar  with  tha  right  hand  and  kiad  one  capsule  Into 
It.  While  tenting  tha  beval  of  tha  trocar  upwards,  replace  tha  obturator,  and  with  gentle  pressure  advanca 
the  capsule  to  the  end  ot  tha  trocar.  Never  forcefully  push  the  obturator. 

8.       Holding  the  obturator  In  a  •utionary  posltton  with  Ihe  right  thumb  and  while  levenng  the  trocar  upward 
with  the  left,  wrthdraw  the  trocar  to  the  first  mart<  (nearest  the  bevel),  aUowIng  the  Inplant  to  drop  from  tha 
lip  ot  the  trocar. 

9  After  reversing  hand  position,  use  the  right  hand  to  reoireet  the  trocar  1 5  degress  from  the  first  implant 
and  advance  to  Ihe  second  maw  (nearest  tha  hub).  Simultaneously  use  the  index  finger  of  left  hand  to 
laterally  retract  the  prevtously  placed  capsule.  Repeat  this  process  until  all  6  capsules  have  been  placed. 

1 0  Palpate  the  Implantation  site  and  note  the  distntiutkin  of  the  capsules  ralativa  to  ona  another  and  to  the 
skin  Incision.  All  tips  should  be  ai  least  5  mm  above  the  skin  opemng. 

1 1  Close  the  Inctsksn  with  a  small  stanstrip  and  wrap  the  Insartlott  sKa  with  the  pressure  dressing  Included  In 
the  Insertion  kit  This  should  be  left  In  place  overnight  and  tha  steristrtp  left  on  for  3-4  days.  Advise  tha 
client  to  keep  the  bandage  dry  for  24  hours.  If  the  area  becomas  sore,  the  client  may  use  an  Ice  pack  at 
20  minute  Intervals  wHhin  tne  first  2^4  hours,  and  thereanar  shoukl  usa  wanm  moist  heat  once  the 
pressure  dressing  itas  been  removed.  Limit  strenuous  exerelsa  for  24  hours  after  insanlon. 

1 2.  Complete  documentatkin.  Including  a  diagram  of  the  kscatton  of  tha  capsules  in  relation  to  each  other  and 
to  Ihe  Incision  site,  degree  of  bnjising,  and  an  assessment  ot  cllerrt  toleration  of  the  procedure.  Record 
the  tot  number  of  the  Implant  set  In  tha  nwdtoal  record,  on  the  client's  post-Insertion  Instruction  booklet  or 
sheet,  and  In  tha  Norplant  Insanlon  log. 

1 3.  Provide  and  review  wntten  post-Insertion  Instmctlons.  advise  regarding  discontinuation  of  previous 
contraceptlva  method,  emphasize  warnings,  and  review  folknv-up  plans. 

Follow-up: 

1        The  IMorplam  user  should  be  advised  to  return  to  the  clinic  In  1  year  for  an  annual  exam  and  pap  smear. 

2.        Many  clinicians  also  prefer  to  setiedule  a  2-3  month  post-lnsartk)n  visit  In  order  to  evaluate  menctmal 
panems  and  provide  ongoing  counseling.  At  this  time: 

a.  Briefly  review  Interim  history  for  symptoms  of  Intolerance,  Infedkin,  or  expulsion. 

b.  Examine  Insertion  site  for  signs  of  Infedton.  expulsion,  tramatoma.  or  superficial  phlebHIs. 

c.  Record  blood  pressure 

d.  Review  bleeding  patterns  and  Inquire  about  the  presence  of  other  side  elfects. 
a.  Provide  any  necessary  folkiw  up  reminders. 
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Cllams  gnould  be  acAfisad  to  return  tor  episodic  vtstts  should  any  of  the  tollowing  asvetoo: 

a.  Arm  psin:  put  or  radnet*  at  the  Insertion  ttte. 

b.  Expulsion  ot  an  implant 

c.  Qr\set  or  worsening  of  episodes  of  migraine  or  severe  headaches. 

d.  Concern  for  pregnancv:  amenormea  for  longer  than  6  weeks  alter  expanencing  regular  cycles. 

e.  Heavy  or  persistent  genital  bleeaing 


Removal: 


When  a  cUem  requests  removal  before  completion  ot  the  five  year  life-span  ot  Norplant,  discuss  the  user's 
reason  for  this  decision  and  provide  any  necessary  counseling. 

Removal  may  be  attempted  at  any  lime  In  the  cycle,  aithougti  It  Is  critical  to  Inform  the  client  that  she  will 
return  to  baseline  feniltty  within  24  hours  of  removal.  An  alternative  method  of  contraception  will  be 
necessary  immediately,  unless  the  client  Is  seeking  pregnancy  or  Is  not  sexually  active. 

Technique: 

a         Palpate  the  area  to  identify  the  location  of  eacn  capsule. 

b.  Inject  3  cc.  of  local  anesthetic  under  the  implant  tips.  Never  deposit  anesthetic  over  the  tios  o'  the 
capsules,  as  this  will  push  them  deeper  and  obscure  them. 

c.  Using  a  #1 1  scalpel,  make  a  skin  incisksn  3-5  mm  long  and  equidistant  from  the  tips  of  the 
capsules. 

d.  Remove  the  capsules  that  are  easiest  to  reach  first,  using  the  extrusion  technk^ue.  if  fibrous  tissue 
iurrounds  the  capsule.  njD  the  end  with  gauze  or  scrape  carefully  with  a  straight  nnosquito  clamp  or 
a  #11  scalpel  to  open. 

a.        It  a  capsule  cannot  be  worked  toward  the  incision  easily  with  the  index  finger  and  thump  of  one 

hand.  Intiaduca  curved  mosquito  forcap  (tips  up)  into  the  Incision  and  gently  dissect  the  tissue 

while  pushing  the  capsule  toward  the  incision. 
t.         Do  not  take  extraordinary  measures  to  remove  the  last  one  or  two  capsules  If  Ihey  are  difficult  to 

reach.  The  cfient  should  be  advised  to  return  in  4-6  weeks  at  a  time  when  a  clinician  most 

axpenenced  In  Norplant  removal  Is  available, 
g         Once  all  six  of  the  Implants  are  removed,  close  the  Incision  with  a  stert-sthp  and  apply  a  pressure 

dressing.  Count  the  capsules  tor  the  client  and  document  a  complete  removal  In  the  medical 

record, 
h         New  implants  may  be  Insened  through  the  same  incision  If  requested  subsequent  to  successful 

use.  In  this  case,  the  fan-shaped  distribution  of  capsules  can  be  done  toward  the  elbow,  if  the 

llbreus  capsule  Is  judged  to  be  too  thick  to  accommodate  a  second  insenion  at  the  onginal  site,  trie 

opposite  arm  should  be  used. 
Provide  and  review  wntten  post-removal  instructions,  advise  regarding  start-up  of  a  new  contraceptive 
method  (H  desired),  and  emphasize  warnings  regarding  complications. 
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V.    Managomara  o(  Sld«  Ellaets  ami  Compucationa 

A .      I  rragular  blaMUig  pattam* : 

1  Irragular  bleadlng  patterns  are  dua  to  two  factors:  tluctuation  of  estrogan  tavals  leading  to  attrogan 

wMhdrawal  blaadlng  and  andomatrlal  hypoplasia  wttti  conaaquant  breakdown. 

2.  While  70%  of  Norplant  users  will  have  alteration  ot  bleeding  patterns  In  the  first  year  of  usa.  Ittduding 
poasible  cnangea  In  menstrual  spacing,  duration,  and  volutna.  bleeding  patterns  lend  to  regulanze  altar 
this  tlma. 

3.  Management: 

a.  Obtain  interval  history,  with  focus  on  the  possibility  ot  prsgrumcy  or  ganrtal  tract  infection. 

b.  Perform  a  palvic  axamtnation.  as  Indicated,  to  exclude  pregnancy.  Infection,  or  an  artatomlc  lesion. 

c.  Laboratory  testa: 

1 .  HIgttly  sensitlva  pregnancy  teat  it  Indicated. 

2.  If  history  suggests  prolonged  or  heavy  bleeding,  perform  hamatoent.  II  <2a*/.,  seek  physician 
coraunadon. 

3.  It  cervical  or  upper  tract  Infection  Is  suspected,  obtain  a  cervical  gonormaa  culture  and  a 
chtamydla  test. 

d.  If  no  obvious  cause  ot  bleedlrtg  Is  fouttd,  reassure  the  client  that  the  bleeding  panems  are  not 
dangerous  and  may  reaoiva  wNh  time. 

e.  If  Intermenstiual  blaadlng  becomes  problematic,  use: 

1 .  ibuproten  800  mg  PO  T10  (or  5  days  (OR) 

2.  Ethinyl  estradiol  (Estlnyl)  20  meg  or  conlugated  equina  estrogen  (PramarW)  2.5  mg.  once 
dally  tor  21  days. 

Counsel  the  client  that  while  this  regimen  may  tamporaniy  Improve  her  bleeding  pattern,  there  is  a 
substantial  possjblllly  that  the  Irregular  pattern  will  return  after  discontinuation  of  treatment, 
t.        Women  who  do  not  respond  to  either  regtman  and  who  continua  to  find  tha  bleeding  bothersome 
may  require  Norplant  removal. 

B.      Possible  pregnancy: 

1 .  While  Norplant  falluras  a/a  rare,  prompt  diagnosis  of  pregnancy  Is  desirable  both  to  facilltata  client 
decisions  and  to  indicate  the  need  tor  Norplant  removal.  Women  who  expehertca  a  Norplant  failure  have 
a  25%  risk  ot  an  ectopic  pregnancy. 

2.  Pregnaitcy  Is  most  likely  In  women  who  have  had  regular  cyclee  followed  by  amenorrhea  for  >a  weeks 
and  who  expanence  pregnancy  symptoms. 

3.  Management: 

a.  Interim  history  update,  focusing  on  pregnancy  symptoms, 

b.  Peh/k)  examfnation  to  evaluata  uiarina  sottsning  or  enlaroement,  adnexal  tendemesa  or  mass, 

c.  Highly  sensitive  urine  pregnancy  test, 

d.  If  the  pregnancy  test  Is  positive, 

1 .  Remove  tha  Norplant  eapauiea  as  soon  as  possible. 

2.  Evaluate  for  symptoms  and  signs  or  ectopic  pregnancy;  begin  work-up  or  refer  immediately  it 
suspected. 

e.  II  the  pregnancy  test  Is  negative,  counsel  and  reassure  the  client  that  amenorrhea  while  using 
Noipiani  la  an  expected  skle  effect  arxi  not  dangerous. 
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C.  Hsaaactie: 

1  Hsadacn*  is  a  ralatlvaiy  common  ccmoiatnt  in  Norciam  users,  aittiougn  not  all  heaaacnas  are  necassanly 

ralatao  to  tna  hormone  in  the  oevice. 

2.  Obtain  a  neadaciie  history  in  an  atlemot  to  dttteramiata  tension  neaoacna  trom  migraine  nnaaacha.  it  the 
haaoacnas  seem  to  be  ot  the  tension  vanety,  explain  that  NoiBiam  removal  Is  uniikaly  to  cnar^Qa  the 
pattern. 

3 .  It  the  heaoaches  are  mid  and  without  neurologic  changes,  attemot  treatment  with  Ibuproi-  ■■  or  otner 
ana^esic. 

4.  It  jbuproten  tails  or  neurologic  signs  are  present,  consider  Norplant  removal. 

D.  WB%ht<hanee: 

1         Weight  gain  may  occur  in  the  Noipiant  user  as  a  rssun  ol  the  anatxiUc  ettact  ot  l-norgestral  and  It's 
resultant  impact  on  appetite.  Ot  women  who  expenanca  weight  change,  one-third  have  weight  loss. 

2.  Woman  with  excessive  weight  gain  should  be  counseled  that  this  may  be  an  etiect  ot  the  Norplant,  but 
can  be  controlled  with  aoequaie  exercise  and  mooerate  dietary  restriction.  Many  women  notice  weight 
ataeilliation  or  imorovemont  with  time. 

3.  II  these  measure*  tall  and  weight  gain  becomes  problematic.  Norplant  removal  may  oecome  necessary 

E.  intectlon  or  claeoing  at  Insenion  site- 

1 .  infection  and  bleeding  are  rare  complications  ot  Norplant  use.  each  seen  In  fewer  than  i  %  of  clients. 

2.  Whan  tne  cilem  returns  to  the  Center  tor  examination,  evaluate  tor  acuta  Infection  hematoma,  or 
localized  superficial  thromoophlebitis.  Examnatlon  nxist  Include  temperature  and  Inspection  of  the 
Insenion  site,  proximal  ano  distal  arm.  and  axillary  lympn  nodes. 

3.  Bleeding  usually  can  be  treated  with  a  stert-strfp  and  raappllcatlon  ot  an  elastic  bandage  to  the  insenion 
site. 

■t.        It  the  insertion  stta  appears  to  be  Inrected: 

a.        Clean  tne  site  with  a  skin  antiseptic  (eg.  Betadine  or  HIblclensi. 

b         Provide  a  prescription  for  dicloxacilUn  or  ceptialexin  500  mg  PO  QIO  lor  7  days.  Suggest  the  use  ol 
moist  warm  compresses  or  a  heating  pad  at  home. 

c.        Ask  the  client  to  return  In  3-<t  days  to  evaluate  her  progress. 

a.       DtnisinrectiortdossfKitaopeartoDe  responding,  removal  ot  the  Norplam  by  an  expenenced 
clinician  may  be  necessary 

r.       Expulsion: 

1 .  Expulskin  IS  a  rare  comoilcation  ana  is  related  to  Intectlon  or  placement  of  a  capsule  too  close  to  the 
insenion  stta. 

2.  II  a  client  presems  with  a  partial  capsule  expulsion,  gently  remove  it  with  a  mosauito  forces.  Do  not 
attempt  reinsertton  of  the  same  capsule. 

3.  Clean  tn»area  ot  the  inoslon  with  antiseptic  and  close  the  irysiswn  with  a  stenstnp.  it  bleeoing  is  present, 
a  pressure  dressing  rrity  be  used. 

4.  Advise  the  client  to  use  arvjther  method  ot  comraceptkjn  until  a  replacamera  capsule  has  been  inserted. 
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After  IMS  old  Incision  sits  is  waU  haalsd  and  avidanea  ot  Infactlon  is  aOsanl.  a  replacamant  capsula  miul 
b«  msanad.  A  naw  wdslon  tita  tt«ould  ba  usad  and  a  stadia  ca(ksula  placed  at  aKtier  and  o(  tna  tan 
pattern. 


VI.   Bertonnai 

A       Only  clinicians  wtvi  have  bean  cradentuiad  to  Insert  and  remove  Norplant  tlwuld  be  autnonzed  to  peitorm  ttH 
procedure. 

B.  Credantlallng; 

1         Clinicians  are  advised  to  attend  a  Norplant  pracileum  aestien  which  Includes  didactic  training  and 
supenMed  experience  with  a  model  training  arm. 

2.        Once  ihH  haa  been  completed,  the  clinician  must  be  proctored  durtng  human  lnssttlon(s)  by  an 

experienced  cUntdan.  Most  expens  tael  that  2  or  more  tMoetored  Insertions  are  necessary  as  a  rsqulsMe 
to  credemtailng. 

3  When  'Insertion  proctonng"  has  been  completed,  a  cradentlallng  term  should  be  placed  In  the  clinician^ 
personnel  file. 

4.  Separate  cradentlaltng  Is  necessary  tor  Norplant  removal.  Only  clinicians  who  are  aedentlaled  in  Notpb: 
Insertion  and  wtu>  have  been  proctored  dunng  ramovel(s)  may  apply  (or  Norplant  removal  credentials. 

Vlt.  Quality  Assurance 

A.      Storage  of  Norplant 

t  The  slieM  life  ot  a  package  ot  Norplant  capsules  is  two  years.  Slock  must  be  rotated  so  that  the  uruta  wM 
the  earnest  expiration  dates  are  used  tirst.  Expired  units  or  packages  which  are  lound  to  be  open  before 
inaerttorvmay  be  returned  to  the  manutacturer  tor  a  cradK. 

2.       The  Norplant  insertion  kits  must  ba  stored  under  appraprlata  condttlatts  and  protected  from  excessive 
heat,  direct  sunlight,  dirt,  and  excessive  moisture. 

B       Because  of  the  unlikely  event  of  a  diug  recall,  the  lot  number  ot  each  Norplant  set  must  be  recorded  In  3 
locations: 

1 .  In  the  dlenrs  medical  record 

2.  In  a  Norplant  Insertion  log  book,  which  contains  the  client's  name,  data  of  Insertion,  and  Norplant  tot 
number. 

3.  In  the  dtenf  s  copy  of  the  Norplant  past-msertion  Instruction  sheet  or  booklet.  She  should  ba  advised  to 
keep  this  information  with  ottier  valuable  documents. 

C.  II  an  incident  reporting  system  Is  used,  the  loilewlng  conditions  may  be  used  as  crttena  for  generating  a  report 

1 .  Hematoma  requiring  treatment  beyond  dirao  pressure,  analgesics  and  local  heat. 

2.  Pregnancy  unrecognized  at  the  time  of  Insertion  or  occurrtr\g  while  the  Implants  are  In  place. 

3.  Any  Norplartt  related  hospitallxatlon.  Including  ER  management  of  hematoma  or  surgical  ntanagemam  ot 
Irregular  vaginal  bleeding 

4.  Cardiovascular  compllcatlorw  such  as  stroke,  heart  attack,  thrombophlebitis,  or  pulmonary  entiollsm. 

5.  Any  event,  complication,  or  deviation  from  medical  protocol  that  coukl  result  In  a  claim  or  lawsuit. 
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C.      Audtt:  approprtat*  um  of  Noipiant  may  ea  monnorM  M  two  ways: 

t .       Cllntdaivspacillc  ratrotpactiw*  chan  revlaw  which  Indudas  a  santipUng  ot  foorpiam  cllant*.  Soma  eiinlcs 
may  opt  tor  physician  eo-signaturo  of  the  cnans  ot  soma  or  all  Norplant  Insaition  and  removal  procaouros 
which  ara  paiformad  by  mkt-lavei  clinicians. 

2.        Foeusad  audit:  panodic  audit  ot  a  sampla  ot  Norplant  cliants.  with  assassmara  ot  tha  aagraa  ot 
compilanca  with  spacltlad  cUnlcat  iruilcators. 

ApnanoixA: 

Considerations  Rsgardlng  Scraaning  tor  Cardiovascular  Olaaasa  Risk  Factors: 

A.    Whila  It  Is  well  esubUshed  that  Norplant  usa  does  not  have  an  adverse  etfect  upon  lipoprotein  levels  or  clotting 
factors,  llttia  dau  exists  regarding  the  impact  ot  Norplant  usa  In  woman  with  preexisting  cardiovascular  disease  risk 
factors  and  the  consequent  risk  ot  heart  attack.  Because  Norplant  raleates  muctt  lasa  progattin  than  OC's  and 
contains  no  estrogen.  K  should  not  Oe  assumed  that  tha  cardiovascular  risks  associated  with  higher  dose  OC's 
necessahly  will  tie  seen  with  Norpiam  users.  However,  based  upon  axpenenca  with  higher  dose  oral  contracaptivas. 
-     the  following  nsk  factors  ara  synarglstlo  In  incraasing  tha  shon-term  risk  ot  a  nryocardlal  Intaretion  m  eomplned  CC 
users: 
1       Aga  greater  than  35  years  old 

2.  Cigarette  smoking  >  1 0  cigarettes  /day 

3 .  Hypenenskin  (BP  >  1 60  systolic.  SS  diastoUc) 

4       Diabetes  nteilttus  or  abnormal  glucose  tolerance 
5 .      Abnormally  elevated  cholesterol  levels 

B.  Until  mora  long-term  ditucal  expenence  with  Norpiam  Is  otttalnad.  soma  experts  believe  that  screening  tor 
cardiovascular  nsk  factors  Is  advisable.  Others  believe  that  screening  Is  unnecessary,  since  ihay  feel  that  tha 
prasenea  ot  one  or  nv>ra  risk  factors  will  not  contralndk:a(a  Norpiam  usa.  Since  there  is  not  a  national  consensus  on 
this  sublect.  aacn  cimiciprevKlerwill  need  to  evaluate  this  Issue  end  formulate  thalrown  individual  policy. 

C.  II  cardiovascular  rtsk  factor  screening  Is  opted,  the  following  represents  a  widely  used  approach  In  screening  OC 
users: 

1        Age.  smoking  history,  and  a  history  of  hypertension  will  be  determined  during  review  of  the  medical  history; 

undetected  high  blood  pressure  may  be  discovered  at  physical  examination. 
2.      A  cllem  at  risk  for  undetected  hyparcholasterolemla  should  hava  a  random  cholesterol  level  pertormed  II  she 

has  a: 

a.  Previous  history  of  elevated  cholesterol 

b.  Pamlly  history  of  premature  pararaal  death  frem  heart  attack  or  stroke  at  «  S5  years  old. 
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3.      A  eilam  at  rt«k  lor  unoaiactM  diabatM  •nouU  hav*  ■  tuung  Dlood  tugar  partormad  M  aha  has  a: 
a.       Panonai  hutoiy  o(  glueoaa  mtoiaranca 


Paraenat  niatery  ot  gaatational  dtabataa 

Parsonai  lUatoiy  of  glucosurta 

Famiy  hiatory  o«  madlcaUy<raatad  diabataa 


SlSS^i^Ii;!^'.;!!'!!!!!^  *!  TT"'^- ""  •="•'*»  "»"  P«"^  "--y  •>•  -v-kiatad.  sine  aacn  risk  .ador  la  synaralaHc 
(mutupuoauva).  tna  mora  ruk  laetora  a  woman  haa.  tha  la.a  appraprtata  aha  may  ba  aa  a  Noipiam  c««uii 
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After  You  Have  Had  Norplant  Inserted 


How  to  care  for  your  arm 

For  the  first  24  hours: 

■  Leave  the  outer  bandage  in  place. 

■  Keep  the  spot  dry  where  the  Implants  were  put 
in.  Cover  it  up  if  you  need  to  shower  or  bathe. 

■  Put  an  ice  pack  over  the  bandage  for  20  minutes 

■  Don't  do  any  heavy  lifting  or  exercise. 

'After  the  first  24  hours: 

■  Take  off  the  outer  bandage.   Leave  the  small  tape 
strip  in  place  for  3  or  4  days  or  until  it  falls  off. 

■  You  are  likely  to  be  bruised  and  sore  around 
the  implants.  This  almost  always  goes  away  in 
a  week  or  so. 

a.  For  soreness,  try  taking  something  for  mild 
pain  relief  like  Tylenol  or  Advil. 

b.  For  a  bruise,  put  warm,  moist  heat  over 

the  bruise  after  you  take  off  the  outer  bandage. 

■  When  your  arm  feels  ready,  you  can  go  back  to 
heavy  Iffting  and  exercise. 


Use  another  method  of  birth 
control  until  Norplant  starts  to  work 

■  Ask  about  when  you  can  start  having  sex 
without  a  back-up  method: 

^,.   .  .         |—  Q  after  the  first  24  hours. 
Clinician: 

Check    -      LJ  in  2  weeks. 

One  |— w 

>J  when  you  finish  this  set  of 

birth  control  pills. 


Warning  signs 

Call  the  clinic  right  away  If  you  haye  any  of 
these  problems: 

■  Severe  pain  around  the  implants. 

■  Redness  or  swelling  around  the  implants  or 
the  cut. 

■  Pus  or  lots  of  blood  coming  out  of  the  cut. 

■  The  Up  of  one  of  the  implants  comes  out 
from  under  your  skin. 


Follow  up 
care 

Come  back  once  a  year  for  your  yesirly  breast  and 
pelvic  exam  and  pap  smear. 

Come  back  in  five  years  to  have  your  Norplant 
taken  out. 

Come  back  or  call  this  clinic  If  you  feel  lllte  you 
might  be  pregnant. 

Come  back  or  call  this  clinic  at  any  time  if  you 
have  a  problem  or  want  Norplant  taken  out. 

Norplant  Lot  No. . 


Remember 

■  Norplant  does  not  protect  you  from  the  AIDS  virus  or  other  STDs  (diseases  spread  by  having  sex). 

■  You  can  choose  to  have  Norplant  taken  out  at  smy  time,  for  any  reason. 

■  You  must  have  Norplant  taken  out  if  you  are  pregnant. 

■  You  must  have  Norplant  taken  out  in  5  years. 

Date  Norplant  was  put  in: . 

Date  Norplant  should  be  taken  out: . 


If  you  have  any  problems  or  questions,  please  feel  free  to  call 


(clinic  name)_ 


.  (phone) . 


For  an  emergency  when  the  clinic  is  closed,  call . 


Kjucod  by  Education  Piograms  Assooaiss  (EPA)  with  the  Calilomia  Department  o 


h  Services  Office  of  Family  Planning 
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Attachment  E 


Office  of  Family  Planning  (OFF) 
NORPLANT  TRAINING  GUIDELINES  FOR  CLINICIANS 


In  order  to  be  qualified  to  insert  and  remove  Norplant,  clinicians  should  have 
satisfactorily  completed  the  following  two  levels  of  training: 

LEVEL  I.  Didactic  training  which  covers  the  following 
topics:  pharmacology,  effectiveness  rates, 
contraindications,  client  selection  and  counseling, 
insertion  and  removal  techniques,  case  management, 
complications,  side  effects  and  social  and  ethical 
issues  AND 

Supervised  insertion  and  removal  practice  session 
using  model  training  arm. 

LEVEL  II.  Proficient  completion  of  human  insertions  under  the 
supervision  of  a  qualified  clinician  AND 

proficient  completion  of  human  removals  under  the 
supervision  of  a  qualified  clinician. 

Level  II  training  should  begin  as  soon  as  possible  after  completion  of  level  I 
and  should  be  completed  within  six  months.  If  Level  II  supervised  client 
implant  insertions  and  removals  are  not  available  within  six  months  of  the 
didactic  and  model  arm  practice  sessions,  the  clinician  should  conduct  a 
thorough  review  of  the  Level  I  session  before  performing  supervised  insertions 
or  removals . 

A  qualified  supervisor  for  the  Level  II  training  is  a  clinician  who  has 
successfully  completed  both  levels,  who  is  recognized  by  his/her  agency  as 
highly  skilled  in  Norplant  insertion  and  removal  procedures,  and  is  currently 
performing  these  procedures. 


1/92 
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*  STATEMENT  OF  NORPLANT  TRAINING  * 


successfully  inserted      removed  the  Norplant  contraceptive  system  in clients 

(check,  one)  (no.) 

under  my  supervision  on  this  day. 


Supervisor's  signature 
Print  supervisor  s  name 


This  SAMPLE  DOCUMENT  was  developed  bv  Educanon  Programs  Associates.  Inc.  1  W.  Campbell  Avenue.  Bldg.  D-40, 
Campbell,  CA  95008.  with  funding  from  the  Califomui  State  Office  of  Family  Planning  (2192) 
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STATE   OF   CAllfORNIA — HEALTH  AND  WEIFARE  AGENCY 

DEPARTMENT  OF  HEALTH   SERVICES 

■■14/744  P  STREET 
o  O.  SOX  942732 
SACRAMENTO    CA      94334.7320 

,916)    654-0357 


PETE  WILSON,  Co>mnof 


April   17,    1992 


FAMILY   PLANNING    PROVIDER  LETTER   92-09 
SUBJECT:    NORPLANT   INFORMATION 

Dear   Family   Planning   Program  Director: 

The  Office  of  Family  Planning  (OFP)  is  pleased  to  provide  your  agency  with 
copies  of  the  recently  completed  Spanish  versions  of  the  Norplant  client 
materials.  These  materials  have  been  fully  field  tested  and  are  ready  for 
use.  We  have  enclosed  one  camera-ready  master  copy  for  you  to  make 
additional   copies    for   each  of  your   clinical   sites. 

We  are  also  enclosing  a  revised  version  of  the  Statement  of  Norplant 
Training.  Please  replace  this  copy  with  Che  Statement  that  was  included  in 
Provider   Letter   92-03   dated  February   21,    1992. 

Any  questions  regarding  this  information  can  be  directed  to  your  Regional 
Program  Consultant   or  Lynne   Barnett.    Chief,    Clinical   Services   Section. 


:  ^      J^.^dt^'i^ 


Gail  Koester,  Chief 
Office  of  Family  Planning 


Enclosures: 
"All  About  Norplant"  (Spanish) 
"Consent  For  Norplant",  Insertion  (front)  (Spanish) 

Removal  (back)  (Spanish) 
"After  You  Have  Had  Norplant  Inserted"  (Spanish) 
"Statement  of  Norplant  Training" 
Memorandum  from  EPA  (with  camera  ready  copies) 
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Lo  que  debe 
saber  acerca  de 

Norplant 

Norplant  es  uno  de 
los  m^todos  anticoncepttvos 
que  puede  ayudarle  a 
prevenir  el  embarazo 
hasta  por  5  anos. 


Norplant  es  un  metodo  que 
consiste  de  6  tubitos  plasUcos 
suaves.   Este  metodo  se 
Implanta  debajo  de  la  plel  en  su 
brazo.   Los  implantes  sueltan 
cantldades  pequenas  de  una 
hormona  que  prevlene  el 
embarazo. 


iJEs  efectivo  Norplant? 

Como  la  pastUla  o  el 
DIU  (el  aparato)  Norplant  es 
muy  efectivo  para  prevenir  que 
la  mujer  quede  i»rti^<nmxBfia    De 

100  mujeres  que  usen  Norplant 
por  un  alio,  solo  1  mujer  puede 
quedar  embarazada.   Norplant 
empleza  a  ser  efectivo  un  poco 
despues  que  se  lo  ban  puesto  en 
el  brazo.  Asi.  nl  usted  nl  su 
companero  tendran  que 
preocuparse  de  usar  nlngun  otro 
metodo  antlconceptlvo. 

^Como  se  pone  Norplant? 

Toma  como  15  mlnutos 
para  ponerle  Norplant.   Prlmero. 
se  limpla  la  parte  de  adentro  del 
brazo  arrlba  del  codo.   Luego.  se 
le  adormece  la  parte  donde  los 
implantes  seran  puestos. 
Despues  se  le  hace  una  Incision 
pequena  en  la  plel.   Por  ultimo, 
se  le  ponen  los  implantes  en  el 
brazo  en  forma  de  abanlco.   Le 
pondran  una  curlla  sobre  la 
cortada  para  protejersela  por 
unos  dias. 

^Como  se  quita  Norplant? 

Para  quitar  los  Implantes 
se  necesltan  30  mlnutos. 
Prlmero.  se  Itmpia  y  se  adormece 
la  parte  del  brazo  donde  estan 
los  implantes.    Despues.  se  le 
hace  una  Incision  pequena  cerca 
de  las  puntas  de  los  implantes. 
Luego  se  sacan  los  Implantes 
uno  por  uno.    Si  usted  qulere 
segulr  usando  Norplant,  se  le 
pueden  poner  Implantes  nuevos 
por  medio  de  la  mlsma 
incision 


Este  es  el  lugar 
donde  se  ponen 
los  implantes. 


^Cuando  se  puede 
quitar  Norplant? 

Usted  puede  pedlr  que  le 
quiten  Norplant  cuando  usted 
desee.   Pero  si  se  cumplen  los  5 
anos  o  si  sale  embarazada.  es 
necesarlo  que  se  lo  quiten 
inmedlatamente. 


oCuales  son  los 
problemas  al  poner  o 
quitar  Norplant? 

La  mayoria  de  mujeres 
no  tienen  problemas  al 
colocarles  o  quitarles 
Norplant.  A  veces.  arde  cuando 
le  adormecen  el  brazo.  Algunas 
mujeres  slenten  preslon  o  un 
Uron  cuando  les  ponen  o  qultan 
los  implantes.   Muchas  veces.  la 
parte  donde  estan  los  implantes 
va  a  arder  o  se  va  a  poner 
morada  hasta  que  se  cure. 

Es  raro  que  ocurran 
oLros  problemas.    Sin  embargo,  a 
pocas  mujeres  se  les  ban  salldo 
los  implantes  afuera  de  la 
cortada  que  se  hace  en  la  plel. 
De  vez  en  cuando.  cuando  se 
saca  el  Norplant,  uno  de  los 
implantes  se  puede  quebrar.  A 
algunas  mujeres  tambien  se  les 
ha  mfectado  la  incision. 
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^Cu&les  son  los 
problemas  con 
Norplant? 

A  la  mayoria  de 
mi^eres  que  usan  Norplant 
les  cambla  su  ciclo  menstrual 
o  regla.   No  hay  manera  de 
saber  que  tipo  de  cambio 
menstrucd  tendra  hasta  que  le 
pongan  Norplant.   Estos  son 
algunos  de  los  camblos  que 
pueden  ocurrtr: 

■  Puede  pasar  muchos  dias 
sangrando  un  poqulto 

■  No  va  a  saber  cuando  va  a 
sangrar. 

■  Puede  sangrar  un  poco 
entre  reglas. 

■  Puede  ser  que  no  sangre  del 
todo. 

■  O  cualquler  comblnaclon  de 

estos. 

Por  estos  camblos  en  su  regla. 
va  a  necesitar  ponerse  una 
toalla  sanitaria  todos  los  dias. 
Algunas  mujeres  solo  tlenen 
uno  de  estos  camblos.   Otras 
pueden  tener  2  6  3  de  estos 
camblos.   Al  final  del  primer 
ano.  los  camblos  en  la  regla  se 
mejoran 

Hay  otros  efectos 
secundarios  que  algunas 
mujeres  tlenen  con  el  Norplant. 
Por  ejemplo,  puede  tener 
dolores  de  cabeza.  espinlllas  o 
barros.  y  perdida  o  aumento 
de  peso.   Muy  pocas  mujeres 
padecen  de  pechos  adoloridos. 
htnchazbn.  quisles  en  los 
ovarios.  salpullido.  se  les  cae 
el  pelo.  o  les  sale  mas  vello 
facial.  Muy  raras  veces,  algunas 
mujeres  S''  sienten  nerviosas. 
deprimid;      o  con  mareos. 

Norplant  no  causa 
problemas  graves  de  salud. 


Si  tiene  cualquler  pregunta  o  preocupacion, 
plda  ayuda.  listed  decide  si  Norplant  es  el  mejor 
m^todo  para  usted. 


^Que  es  lo  que 
les  gusta  a  las 
mujeres  de  Norplant? 

■  Es  muy  efectivo  para  prevenir 
el  embarazo. 

■  Dura  hasta  5  anos. 

■  Es  facil  de  usar.  Despues 
que  esta  adentro  no 
necesitan  preocuparse  de 
usar  ningun  otro  metodo 
anuconceptlvo. 

■  Es  seguro.  No  le  causa 
grandes  rlesgos  a  su  salud. 

■  Si  quiere  salir  embarazada. 
puede  pedtr  que  le  qulten 
Norplant.   Despues  que  se  lo 
qulten.  puede  quedar 
embarazada. 


^Que  es  lo  que  no 
les  gusta  a  las 
mujeres  de  Norplant? 

■  Causa  camblos  en  el  ciclo 
menstrual,  la  regla. 

■  Puede  causar  otros  efectos 
como  dolores  de  cabeza  o 
barros. 

■  Hay  que  Ir  a  la  clinlca  para 
ponerselo  y  quitarselo. 

■  Puede  ser  que  se  vean  los 
implantes  o  una  pequena 
clcatnz  en  su  brazo. 

■  Se  pueden  sentlr  los 
implantes  cuando  se  toca  el 

brazo. 


Norplant  no  la  proteje  del  virus  del  SIDA  u 
otras  enfermedades  que  se  pasan  al  tener  relaciones 
sezuales.    si  usted  se  quiere  proteger  de  estas  enfermedades. 
siempre  use  un  condon  cuando  tenga  relaciones  sexuales. 


Nombre  de  la  Clinlca: 


Telefono: 


Soansn  •«  Atjom  No{j>anr  DsvaopM  ax)  PrMucsd  w  Eoucanoi  Proorams  Assocales  (EPAl  •titi  tie  Caitoina  Oeoanmenl  ol  Heati  S«vces  01«c»  ol  Farty  Bamno 
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Autorizacion  para  Nozplant 

Al  firmar  esta  autorizacion.  usted  nos  conflrma  que  ha  escogldo  por  su  propla  voluntad  usar  Norplant 
como  metodo  para  prevenir  el  embarazo.  Por  favor,  ponga  sus  inlclales  al  lado  de  cada  seccion  con  la 
que  esta  de  acuerdo. 

Se  que  hay  vartos  metodos  para  prevenir  el  embarazo  de  los  que  yo  puedo  escoger.  y  que 

Incluyen: 

■  Norplant  ■    Dlafragma  y  crema  o  gelatlna 

■  Pastllla  AnUconceptlva  contracepUva 

■  Condones  (preservaUvos)  ■    Capuchon  Cervical 

■  Esponja  antlconceptlva  ■    Conoctmlentos  sobre  Fertllldad  o 

■  Espermlcldas  Planlflcaclon  Natural  de  la  Famllla 

■  Dlsposltlvo  Intrauterlno  ■    Esterlllzaclon  para  el  Hombre  o  la  Mujer 
(DIU  o  el  aparato) 

Se  me  ha  informado  como  funclona  Norplant  para  poder  prevenir  un  embarazo. 


Se  me  ha  tnformado  que  el  riesgo  de  sallr  embarazada  mlentras  este  usando  Norplant  es 

como  1%  por  ano.  Esto  indlca  que  de  cada  100  mujeres  que  usan  Norplant  durante  un 
ano.  por  lo  menos  una  muJer  sale  embarazada. 

Yo  entlendo  que  puedo  pedlr  que  me  qulten  Norplant  en  cualqtiler  memento  y  por  cualquler 

razon.  Se  me  ha  informado  que  los  Implantes  de  Norplant  son  efectlvos  por  clnco  (5)  anos. 
Estoy  de  acuerdo  que  me  tlenen  que  quitar  los  implantes  ed  cabo  de  5  anos  o  si  salgo 
embarazada. 

Conozco  los  beneflclos.  desventajas  y  los  riesgos  conocldos  que  trae  el  uso  de  Norplant. 

Se  me  ha  informado  sobre  los  efectos  seciindarios  de  Norplant.  Entlendo  que  muchas 

mujeres  que  usan  Norplant  tlenen  cambios  ensu  clclo  menstrual  o  regla. 

Se  me  ha  Informado  que  es  lo  que  puedo  esperar  cuando  me  pongan  o  qulten  los  Implantes 

de  Norplant.  Entlendo  que  puedo  tener  incomodidad  durante  y  despues  de  estos 
procedimlentos. 

Se  me  ha  informado  que  los  problemas  que  puedo  tener  son: 

■  Una  reacclon  alerglca  a  la  anestesla. 

■  Dolor  o  moietes  alrededor  de  los  implantes  despues  que  me  pongan  o  qulten  Norplant 

■  Una  infecclon. 

■  Despues  que  me  pongan  Norplant,  un  implante  se  puede  sallr  de  la  plel  a  praves 
de  la  Incision. 

■  Cuando  me  qulten  Norplant,  un  implante  se  puede  quebrar. 

Se  me  ha  informado  que  no  hay  problemas  graves  de  salud  con  Norplant. 

Se  me  ha  informado  de  las  senales  de  pellgro  de  Norplant  y  se  como.  cuando.  y  donde 

puedo  consegulr  ayuda  medlca. 

Entlendo  que  Norpleint  no  me  protege  contra  el  virus  del  SIDA  u  otras  enfermedades 

transmltldas  por  contacto  sexual. 

Entlendo  que  neceslto  un  examen  medico  anual  o  ir  con  un  medico  si  tengo  problemas. 

He  leido  la  hoja  de  informaclon  Lo  que  debe  saber  acerca  de  Norplant".   Me  han  contestado 

todas  mis  preguntas.  Se  me  ha  informado  que  me  pueden  contestar  cualquler  otra 
pregunta  que  tenga. 

Basada  en  la  comprenslon  y  entendlmlento  que  tengo  sobre  lo  antes  menclonado.  he  decldldo  que  qulero 
que  me  pongan  Norplant. 


Fecha 


Testlgo^ . . Fecha 

Spansn 'Ci»«niiar Nofcun*  3«mM(M arw ProducM ov Etlraon Prolan AuoaaM (EPA) nr rt Catdorru CWiannvn « HMin Sa^^ 
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Autorizacion  para  Quitar  Norplant 

Cuando  usted  flrma  esta  autorizacion.  usted  nos  conilrma  que  ha  decldldo  por  su  propla 
voluntad  pedir  que  le  quiten  los  implantes  de  Norplant  del  brazo.   Por  favor,  ponga  sus 
inlciaJes  al  lado  de  cada  secclon  con  la  que  esta  de  acuerdo. 

Se  me  ha  Informado  que  en  cuanto  me  quiten  los  Implantes,  Norplant  ya  no  me  va 

a  proteger  de  un  embarazo. 

Entlendo  que  si  no  quiero  salir  embarazada  despues  de  que  me  quiten  Norplant. 

puedo  pedlr  que  me  pongan  nuevos  Implantes  o  puedo  escoger  otro  metodo 
antlconceptlvo. 

Me  han  informado  que  puede  suceder  cuando  me  quiten  los  implantes: 

■  Tomara  30  minutos. 

■  Prlmero.  llmpian  y  adormecen  la  piel  alrededor  de  los  implantes. 

■  Despues.  me  hacen  una  incision  pequena  cerca  de  una  de  las  puntas  de 
los  implantes. 

■  Por  ultimo,  me  quitan  los  6  implantes. 

Entlendo  que  me  puedo  senUr  incomoda  mientras  le  hacen  a  uno  este 
procedimlento. 

Me  han  Informado  que  me  pueden  ocurrlr  ciertos  problemas  cuando  me  quiten  los 

implantes  de  Norplant: 

■  La  anestesia  me  puede  dar  una  reaccion  alerglca. 

■  Me  puede  doler  o  me  pueden  salir  moretes  alrededor  de  donde  me 
quitaron  los  implantes. 

■  Me  puede  dar  una  infeccion. 

■  Uno  o  dos  de  los  implantes  se  pueden  quebrEir. 

■  Tal  vez  necesite  otra  incision  para  que  me  quiten  todos  los  implantes. 

■  Tal  vez  necesite  regresar  para  que  me  quiten  todos  los  implantes. 

Se  me  ha  informado  como  debo  de  culdar  de  mi  brazo  despues  que  me  hayan 

quitado  Norplant.  Reconozco  las  senales  de  infeccion  y  se  como,  cuando  y  donde 
puedo  consegulr  ayuda  medica  si  la  necesito. 

Han  contestado  todas  mis  preguntas. 


Basada  en  la  comprension  y  entendtmiento  que  tengo  sobre  lo  antes  mencionado.  he  decldldo 
que  quiero  que  me  quiten  Norplant. 

Firma Fecha 


Testlgo Fecha_ 


Spansn'Corsflmlof  NofUanlRflmma'  I^vMogM  and  Producea  Dy  tikjcaicn  Pnjgranv  awxum  tEPA)  wir  tw  C«tonia  Oapannwn  at  H«din  Svvnn  Ofka  Draft  vsrevi  ktooi  1992 
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Ahora  Que  le  Pusieron  Norplant 


oComo  debe  ciiidarse  el  brazo? 

El  primer  dia  (24  boras): 

■  No  se  quite  la  gaza. 

■  Mantenga  seca  la  parte  del  brazo  donde  le  pusieron 
los  implantes.  Tapesela  si  necesita  banarse. 

■  Pongase  una  bolsa  de  hlelo  enclma  de  la  gaza 
por  20  mlnutos. 

■  No  levante  nada  pesado.  nl  haga  ejerclclos. 

Despute  del  primer  dla  (24  taoras): 

■  Quitese  la  gaza  de  afuera.  Dejese  puesta  la 
curlta  por  3  6  4  dias  o  hasta  que  se  le  caiga. 

■  Usted  tal  vez  se  slenta  adolorlda  o  tenga  un 
morete  aJrededor  de  los  implantes.  Esto 
desaparecera  en  una  semana. 

a.  Para  el  dolor,  puede  tomar  Tylenol  o  Advil. 

b.  Para  el  morete.  aplique  una  toalla  humeda 
con  agua  callente  despues  que  se  haya 
quitado  la  gaza  de  afuera. 

■  Cuando  usted  se  slenta  lista.  puede  volver  a 
levantar  cosas  pesadas  o  a  hacer  ejerclclos. 

^Cuando  comienza  la  efectividad 
de  Norplant? 

■  Hay  que  usar  otro  metodo  antlconcepUvo  hasta 
que  Norplant  comlenze  a  ser  efecttvo.   Su  doctor 
o  enfermera  especlalista  le  dlra  cuando  puede 
empezar  a  tener  relaclones  sexuales  sin  usar 
Giro  metodo: 

G  Despues  del  primer  dia  (24  horas). 
Q  En  2  semanas. 

Q  Cuando  se  termlne  su  paquete  de  pastlllas 
antlconceptlvas. 


Senales  de  peligro 

Llame  a  la  cUnlca  Inmedlatamente  si  usted 
tlene  cualqulera  de  estos  problemas: 


Dolor  fuerte  o  mucho  dolor  alrededor  de  los 
Implantes. 

SI  esta  rojlzo  o  hlnchado  alrededor  de  los 
Implantes  o  en  la  Incision. 

Pus  o  mucha  sangre  que  le  sale  de  la  cortada. 

Si  se  le  esta  saliendo  la  punta  de  los  Implantes 
de  por  debajo  de  su  piel. 


^Como  debe  cuidar  su  salud? 

Regrese  una  vez  al  ado  para  obtener  su  examen 
anual  de  los  pechos,  de  la  pelvis,  y  el  examen  del 
cancer. 

Recuerde  que  en  5  aAos  hay  que  qultarle  el 
Norplant. 

Regrese  o  llame  a  la  clinica  si  usted  cree  que  estA 
embarazada. 

Regrese  o  llame  a  la  clinica  cuAndo  usted  desee 

que  le  qulten  el  Norplant  o  si  tlene  algun  problema. 

Norplant  Lot  No. . 


Recuerde 

■  Norplant  NO  le  protege  del  virus  del  SIDA  o  de  otras  enfermedades  transmitidas  por  contacto  sexual. 

■  Usted  puede  decldlr  que  le  qulten  el  Norplant,  cuando  quiera  y  por  cualquier  razon. 

■  Se  le  tiene  que  quitar  Norplant  si  usted  esta  embarazada. 

■  Se  le  tlene  que  quitar  Norplant  despues  de  5  anos. 


Fecha  en  que  le  pusieron  Norplant: 

Fecha  en  que  se  tlene  que  quitar  Norplant:. 


■    SI  tlene  cualquier  problema  o  pregunta.  por  favor  llame  a  la 

clinica telefono_ 

En  caso  de  emergencia,  si  la  clinica  esta  cerrada  Uame  a 


a  Ncnlail  ln«sn»(r   DmstopM  and  Praduod  by  Educaon  Pro^atrt 


«  Cailoma  Oepannvn  0 


n  S«rvi«$  Offia  of  farit^  R<rfwig   Orafl  V 
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*  STATEMENT  OF  NORPLANT  TRAINING  * 


(trainee  name  i 

successfully  insened       removed  the  Norplant  contraceptive  system  in clients 

(check  one)  (no.) 

under  my  supervision  on  this  day. 


Supen'isor  s  si^arure 
Prim  supennsor  s  name 


TliLs  SAMPLE  DOCUMENT  »'flj  developed  by  Education  Programs  Associates.  Inc.  1  W.  Campbell  Avenue,  Btdg.  D-40. 
Campbell.  CA  95008,  with  funding  from  the  California  State  Office  of  Family  Planning  (2/92) 
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Office  of  Family  Planning  (OFF) 
NORPLANT  TRAINING  GUIDELIMES  FOR  CLINICIANS 


'.T.   oraer  to  be  qualified  to  insert  and  remove  Norplant,  clinicians  should  have 
jatisfactorily  completed  the  following  tvo  levels  of  training: 

LEVEL  I.  Didactic  training  which  covers  the  following 
topics;  pharmacology,  effectiveness  rates, 
contraindications,  client  selection  and  counseling, 
insertion  and  removal  techniques,  case  management, 
complications,  side  effects  and  social  and  ethical 
issues    AND 

Supervised    insertion   and   removal    practice    session 
using   model    training   arm. 

LEVEL  II.  Proficient  completion  of  human  insertions  under  the 
supervision   of    a    qualified   clinician  AND 

proficient   completion   of   human   removals    under    the 
supervision  of   a  qualified  clinician. 

Level  II  training  should  begin  as  soon  as  possible  after  completion  of  level  I 
and  should  be  completed  within  six  months.  If  Level  II  supervised  client 
implant  insertions  and  removals  are  not  available  within  six  months  of  the 
didactic  and  model  arm  practice  sessions,  the  clinician  should  conduct  a 
thorough  review  of  the  Level  I  session  before  performing  supervised  insertions 
or   removals . 

A  qualified  supervisor  for  the  Level  II  training  is  a  clinician  who  has 
successfully  completed  both  levels,  who  is  recognized  by  his/her  agency  as 
highlv  skilled  in  Norplant  insertion  and  removal  procedures,  and  is  currently 
r;erforming   these   procedures. 
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MEMORANDUM 


DATE:   April  16,  1992 

TO:   OFP  Contractors 

FROM:   Donna  Taniguchi,  Distribution  Manager 
Education  Programs  Associates,  Inc. 

RE:   NORPLANT  FORMS  -  REPRODUCIBLE  ORIGINALS  FOR  SPANISH  FORMS 

Attached  you  will  find  a  set  of  reproducible  originals  (in  the  order 
listed  below)  for  the  new  Spanish  Norplant  forms.   Use  these  as 
masters  for  photocopying  enough  client  copies  to  meet  the  needs  of  the 
all  the  sites  in  your  agency.   Please  keep  your  original  set  in  a  safe 
place  as  an  additional  master  will  only  be  available  through  the 
Spring  1992  Bulk  Distribution  Project. 

Please  use  the  following  as  a  guide  when  reproducing  the  forms: 

-  ""Lo  que  debe  saber  acerca  de  Norplant"  ("All  About  Norplant")  is  a 

single  sheet,  double-sided  information  handout.    "Cuales  son 
los  problemas  con  Norplant"  ("What  about  any  side  effects  of 
Norplant")  is  to  be  copied  onto  the  back  side  of  this  handout. 

-  "Autorizacion  para  Norplant"  ("Consent  for  Norplant")  and 

"Autorizacion  para  Quitar  Norplant"  ("Consent  for  Norplant 
Removal")  should  be  photocopied  back  to  back  as  a  two-sided 
form. 

-  "Ahora  Que  le  Pusieron  Norplant"  ("After  You  Have  Had  Norplant 

Inserted")  is  a  one-sided  information  sheet.   The  back  of  this 
handout  is  blank. 

Questions  regarding  these  forms  and  information  sheets  may  be  directed 
to: 

Mary  Rodriguez,  MPH 

Reproductive  Health  Educator 

Education  Programs  Associates,  Inc. 

1  W  Campbell   Ave,  Bldg  D 

Campbell,  CA   95008 

Telephone:  408/374-3720 
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AGEISDA 


8:00  Registration 

8:30  Introduction  to  Norplant 

Topics  will  include  history,  mechanism 
o(  action,  benefits  and  risks,  client 
selection,  effectiveness,  counseling  and 
case  management. 

10:00         Break 

10:15         Introduction  continued 

1 1 :45        Counseling  the  Norplant  Client 

12:25         Lunch 

NOTE:  Aher  lunch,  trainees  will  be 
divided  into  two  groups,  and  will 
alternate  attendance  at  the  practicum 
and  issues  discussion. 


1:25  Norplant  Practicum 

Each  participant  will  have  a  "practice 
arm"  for  the  two  hour  session. 
Participants  will  work  in  small  groups 
practicing  insertion  and  removal  with 
faculty  supervision. 

3:05  Break 

3:20  Norplant;  Exploring  the  Issues 

Participants  will  identify  and  discuss 
social  and  ethical  concerns  raised  by  the 
availability  and  use  of  Norplant. 

5:00  Adjourn 
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DATE  AND  LOCATION 


Wednesday,  September  29,  1993 
Oakland/Berkeley  Area  ,^, 


COST 

{Includes  rc^istmlion.  lunch  and  CE  credit) 

Participants  from  slate-funded  agencies $25.00 

Other  participants $80.00 

CREDIT 

This  program  is  approved  lor  seven  contact  hours  by 
the  Cahfornia  Board  of  Registered  Nursing,  Provider 
#04588.  Seven  Category  I  CME  hours  will  be 
requested  from  AAPA  for  Physician  Assistants. 
Seven  Type  I  contact  hours  will  be  requested  from 
the  ACNM  for  Nurse  Midwives. 

OTHER  INFORMATION 

A  map  and  details  regarding  travel  and  hotel  will  be 
sent  with  your  registration  confirmation  letter. 

FOR  FURTHER  INFORMATION 

Contact  Kathy  Barton,  EPA,  Inc. 

1  West  Campbell  Avenue,  Building  D,  Room  40 

Campbell,  California  95008 

Telephone:    408-374-3720 
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NORPLAIST  TRAINING 
September  29,  1993 

REGISTRATIOIS  FORM 

Name 

Mailing  address . 

Citv State Zip 

County  ^ 

Place  of  employment 

Position . 

Home  Telephone  ( ) 

Work  Telephone  ( )  _ 

Specify  if  you  are  : 

Q  RN  □  NP  □  PA  □  CNM  3  Other  

Professional  license  #  ^ — 


Is  your  agency  funded  by  the  State  Office  of  Family 

Planning?  G  yes  □  no 
Do  you  prefer  a  vegetarian  lunch ^  lJ  yes  U  no 
If  you  are  visually  or  hearing  impaired  or  require 

wheelchair  access,  we  can  accommodate  your 

needs.  Please  indicate  vour  needs: 


Method  of  payment: 

□  Check  enclosed  for  $ payable  to  EPA 


□  Purchase  Order  # 

□  Charge  for  $ to  lJ  MC  □  VISA 


Card  # 


Exp.  Date 
Signature 


Mail  or  FAX  this  form  to: 

NORPLANT  TRAINING,  EPA,  Kathy  Barton 
f  West  Campbell  Avenue,  Building  D,  Room  40 
Campbell,  California  95008       FAX:  408-3/4-7385 
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EPA 


EDUCATION 
PROGRAMS 
ASSOCIATES 


1  West  Campbell  Avenue 
Building  D,  Room  40 
Campbell,  California  95008 


REGISTER  NOW! 

Norplant  Training 

Education  &  Practicum 
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THE   CALIFORNIA   OFFICE 
OF 

Family  Planning 


August  -  December  1993 


PROFESSIONAL  TRAINING 

& 

EDUCATIONAL  RESOURCES 

CALENDAR 
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For  additional  copies  of  the  Calendar, 
Contact: 

Office  of  Family  Planning 
714  P  Street,  Room  440 
Sacramento,  CA  95814 
Phone:  916-654-0357 
Fax:  916-657-1608 
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SIAIE  OF   CAIIFOSNIA— HEAITH   AND  WEIFARE   AGENCY 

DEPARTMENT  OF  HEALTH  SERVICES 

714/744  P  StREEI 
PO  BOX  942732 
SACRAMENTO,   CA     94234  7320 

(916)    65A-0357 


PETE  WIISON,   Gommor 


August  1,  1993 


Dear  Family  Planning  Program  Director: 

It  is  a  pleasure  to  send  you  a  copy  of  Office  of  Family  Planning' s  Professional 
Training  and  Educational  Resources  Calendar,  August  -  December  1993. 

Our  intention  is  to  provide  training  which  Is  relevant  and  responsive  to  the 
needs  of  OFF  providers.  We  hope  that  you  find  the  calendar  helpful.  If  you  have 
general  questions  or  comments  about  the  training  or  the  calendar  please  contact: 

Therese  Ranieri,  Nurse  Consultant  III  (Spec) 
Professional  Training  &  Educational  Resources  Unit 
Office  of  Family  Planning 
714  P  Street,  Room  440 
Sacramento,  CA  95814 
(916)  657-4089 


For  specific  training  information,  please  contact  the  training  agency  directly 
or  for  general  information  about  training,  you  may  call  Therese  Ranieri. 

Sincerely, 


Gail  Koester,  Chief 
Office  of  Family  Planning 
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TRAINING  AGENCIES 


The  Office  of  Family  Planning  (OFP)  contracts  with  the  following  Agencies  to  conduct  the 
Trainings,  Conferences  and  Technical  Assistance  described  in  this  Calendar.  Only  OFP-funded 
activities  are  listed.  For  more  information  about  a  listing,  please  contact  the  Agency  directly. 

Please  note:  The  abbreviations  following  agency  names  are  used  throughout  the  calendar  as 
agency  designations. 


Education  Programs  Associates,  Inc.  (EPA) 

1  West  Campbell  Avenue,  Bldg.  D,  Rm.  40 
Campbell,  CA  95008 
(408)374-3720  Fax:  (408)374-7385 

Coordinator  for  OFP  Contract Jo  Ann  Madigan 

Family  Planning  Nurse  Practitioner, 

Specialty  Training Linda  Walsh 

Colposcopy  Training Mary  Rubin 

Registration  Information Karin  Gerber 

Norplant,  Ob-Gyn  Updates, 

Information  and  Referral  Services Mama  Copeland-Taylor 

Registration  Information Kathy  Barton 

Resource  Center Veronica  Murillo 

Development  of  Client  Education 

Materials Susan  Karlins 

Distribution  of  Client  Education 

Materials Donna  Taniguchi 


Los  Angeles  Regional  Family  Planning  Council,  Inc.  (LARFPC) 

3600  Wilshire  Blvd.,  Suite  600 

Los  Angeles,  CA  90010  ^  , 

(213)  386-5614,  ext.  516    Ubrary:  (213)368-4401    Fax:  (213)386-4411 

Coordinator  for  OFP  Contract Kimberly  Aumack 

Norplant  Training, 

Basic  Series  Training Lisa  F.  Anderson 

Continuing  Education Gloria  Mejia 

Teen  Training Tina  Coleman 

Physician  Training Adrienne  Duque-Cooke 

Library Selda  Roth 

Registration  Informauon Charemaine  Waller 
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Planned  Parenthood  Alameda/San  Francisco  (PPA/SF) 
815  Eddy  Street,  Suite  300 
San  Francisco,  CA  94109 
(415)441-7858    Fax:  (415)776-1449 

Coordinator  for  OFF  Contract, 

Norplant  and  Depo-Provera  Training Marsha  Gelt 

Continuing  Education Carol  Lyke 

Basic  Series  Training, 

Registration Laura  Johnson 


The  Center  for  Health  Training  (TCHT) 

2229  Lombard  Street 
San  Francisco,  CA  94123 
(415)929-9100  Fax:  (415)  929-9465 

Coordinator  for  OFP  Contract, 

General  Technical  Assistance  (T.A.) Patricia  Blackburn 

Basic  Series  Training Robyn  Ruddy 

Continuing  Education  Training CaroUne  Haskell 

Registration  Information Elaine  Alaura 


275 


BASIC  FAMILY  PLANNING 


Basic  Family 
Planning  Series 
Workshops 


Sacramento 
Fresno 


The  Basic  Family  Planning  Series  is  six  training  sessions  designed  for  enlry-levei 
staff  who  have  hmited  experience  with  family  planning  and/or  Office  of  Family 
Planning  (OFP)  standards.  The  information  and  knowledge  gained  will  assist 
agencies  to  comply  with  OFP  standards  and  contract  requirements. 

Sessions  are  conducted  in  small  groups  and  emphasize  hands-on  practice  and 
skill  building.  The  entire  series  is  described  below,  with  the  dates  and  locations 
for  those  sessions  given  through  December,  1993.  Unless  prerequisites  are  noted, 
sessions  may  be  taken  independently.  Office  of  Family  Planning  contractors  may 
request  the  presentation  of  single  sessions  of  the  Series  in  their  area. 

Intended  Audience:  Community  Health  Workers,  Receptionists,  Billing  Clerks 
and  Medical  Assistants 

Training  Agency: 


1.      Eligibility  Screening 

Interview  techniques 
Sensitivity  of  financial  information 
Screening  of  OFP  clients  for  eligibility 
Determining  the  clients'  fees 
Overview  of  the  funding 

September  30,  1993 
November  16.  1993 


TCHT 


Sacramento 
Fresno 


2.      OFP  Billing  Procedures 

Completing  the  BDL 

Corrections  and  deletions  to  OFP  billings 

Billing  for  evaluations  and  complications 

October  1,  1993 
November  17,  1993 


TCHT 


Santa  Barbara 


Understanding  Sexuality:  A  Foundation 
for  Family  Planning 

Sexuality  through  the  lifespan 

Human  Sexual  Response 

Addressing  Client  Concerns 

Implications  for  Family  Planning  Counseling 

November  30,  1993 


PPA/SF 

—Northern  California 

LARFPC 

-Southern  California 


Santa  Barbara 

Sacramento 

Fresno 


Anatomy,  Physiology  &  Contraceptive 
Methods 

Review  of  male  and  female  reproductive 

systems  and  functions 
Overview  of  contraceptive  methods 

August  31, 1993 
October  14,  1993 
December  9.  1993 


PPA/SF 

--Northern  California 


LARFPC 

-Southern  California 
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Santa  Barbara 

Sacramento 

Fresno 


Sacramento 

Santa  Barbara 

Fresno 


Training  Agency: 

Sexually  Transmitted  Diseases  PPA/5F 

&  AIDS/HIV  —Northern  California 
Causes  and  symptoms 

AIDS/HIV:  The  Basics  lARFPC 

Prevention  (safer  sex)  strategies  -Southern  California 

September  29,  1993 
October  15,  1993 
December  12,  1993 

Educating  Clients:  Getting  the  Message  Across  PPA/SF 

Determining  clients'  educational  needs  -Northern  California 

Communicating  clearly,  quickly  and  IJVRFPC 

effectively  —Southern  California 
Understanding  informed  consent 
Using  written  and  visual  education  tools 

October  22,  1993 
October  29,  1993 
January  21,  1994 


Sacramento 
Fresno 


Interviewing  &  Pregnancy  Counseling 

(2 -day  session) 
Assessing  clients'  needs 
Listening,  asking,  helping 
Understanding  personal  values 
Clients'  reproductive  goals  and  behaviors 
Presenting  pregnancy  options 
Providing  appropriate  referrals 

October  28-29,  1993 
January  27-28,  1994 


TCHT 


Workshop  Times:  9:00  a.m.  to  4:00  p.m. 

Application  Deadlines:  Three  weeks  prior  to  each  workshop.  Ifyou  miss  the 
deadline,  call  the  appropriate  training  agency. 

Fees:  $5.00  for  each  wprkshop.  Session  Six  is  $10.00  for  each  person.  Group 
discounts  available. 

Reading  assignments  are  sent  two  weeks  prior  to  the  workshop  with  directions, 
hotel  recommendations  and  confirmation.  All  participants  will  receive  a 
"Certificate  of  Participation"  for  every  session  attended.  To  register  in  any  of  the 
planned  series  or  to  request  a  specific  session  in  your  area,  contact  the  appropriate 
Training  Agency. 
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BASIC  FAMILY  PLANNING 


Basic  Health  This  is  a  three-session  course  leading  to  a  Basic  Health  Worker  Certification  for 

UfnrUar  rniirco  non-licensed  staff  working  in  Los  Angeles  family  planning  clinics.  It  includes 

WOrRer  UUUiae  lectures,  discussions,  films  and  role-playing,  and  is  supplemented  with  a 

programmed  instruction  training  manual.   Successful  completion  of  a  written 

exam  and  an  oral  presentation/discussion  on  a  birth  control  method  qualifies 

participants  for  certification. 

The  course  covers:  The  identification  and  functions  of  the  male  and  female 
reproductive  organs;  description  of  the  menstrual  cycle,  completion  of  a  client 
medical  history  form;  communication  skills  and  teaching  techniques;  a  client 
education  presentation  and  discussion  of  a  birth  control  method. 

Intended  Audience:  Entry-level  Clinical  Personnel 

The  course  is  a  prerequisite  for  many  other  LARFPC  training  courses,  including: 
Pregnancy  Counseling,  Sterilization  Counseling  and  Natural  Family  Planning 
Instructor  Training. 

East  Los  Angeles       Dates:  August  27,  September  10,  24,  1993  Time:  9:00  a.m.  to  4:30  p.m 


Agency:  LARFPC 


Sterilization 

Counselor 

Course 


The  Sterilization  Counselor  Course  is  a  certification  course  to  assist  family 
planning  personnel  to  prepare  for  providing  sterilization  counseling  and 
education. 

The  topics  covered,  through  lectures,  discussion,  films  and  role-playing,  include: 
educating  clients  about  the  sterilization  procedure:  side  effects,  possible 
complications,  benefits,  risks  and  alternatives;  eliciting  information  and  feelings 
from  clients  to  facilitate  the  decision-making  process  and  identify  possible 
ambivalence;  and  providing  sterilization  counseling  services  in  compliance  with 
State  ana  Federal  guidelines. 

Intended  Audience:  Family  planning  personnel  responsible  for  assisting  clients 
in  decision-making  pertaining  to  sterilization  as  a  contraceptive  method 

Prerequisites:  Completion  of  Basic  Health  Worker  Course  or  Challenge  Exam. 
Continuing  Education  Units  will  be  offered. 

Los  Angeles       Dates:  November  5,  19  and  December  3,  1993        Time:  9:00  a.m.  to  4:30  p.m. 

No  Fee 

Agency:  LARFPC 
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BASIC  FAMILY  PLANNING 


Working  as  a 

Medical 

Interpreter 


Workshop  participants  will  learn  the  roles,  responsibilities  and  techniques  used 
by  a  medical  interpreter.  They  will  learn  the  medical  terminology,  in  Spanish, 
used  at  family  planning  clinics.  They  will  also  be  informed  of  the  cultural  values 
of  the  Latino  community  which  impact  the  provision  of  family  planning  services. 

Intended  Audience:  Bilingual  (English/Spanish)  personnel  working  as  medical 
interpreters. 

San  Diego       Dates:  November  17  and  18.  1993  Time:  9.00  a.m.  to  3:30  p.m. 

Fees:  $10.00 

Agency:  LARFPC 
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WOMEN'S  HEALTH  CARE 
NURSE  PRACTITIONER 


Women's  Health 
Care  Nurse 
Practitioner 
Program 


Campbell 


This  program  consists  of  16  weeks  of  didactic  and  introductory  clinical 
experience  at  Campbell  followed  by  900  hours  of  preceptored  clinical  experience 
at  the  student's  home  agency. 

The  16-week  segment  combines  classroom  education  with  clinical  practice.  In 
the  classroom,  students  are  exposed  to  theory  and  hands-on  experience,  using  a 
variety  of  educational  techniques.  All  education  is  provided  under  tne 
supervision  of  clinicians  actively  engaged  in  women's  health  care. 

Program  graduates  are  eligible  for  Board  of  Registered  Nursing  Certification  as  a 
Nurse  Practitioner  and  28  academic  credits  from  San  Jose  Slate  University. 
Graduates  are  eligible  to  take  the  National  Certification  Exam. 

The  program  has  been  designed  to  provide: 

•  Knowledge,  skills  and  abilities  in  physical  assessment  and  diagnoses; 

•  Reproductive  health  services  for  women  seeking  gynecologic,  family 
planning  and  obstetric  care; 

•  Ability  to  recognize  abnormalities  and  to  refer  to  appropriate  resources; 

•  Increased  knowledge  of  the  social  and  emotional  issues  in  women's 
health  care; 

•  Knowledge  of  genetics  to  provide  education  and  screening  for  referral; 

•  Integration  of  leadership  qualities  and  role  responsibilities;  and 

•  Community,  political  and  professional  involvement. 

Intended  Audience:  Registered  Nurses  who  wish  to  provide  primary 
reproductive  health  care 

Prerequisites:  Current  Registered  Nurse  license,  OFP-funded  sponsoring  agency 
and  a  minimum  of  two  years'  experience  in  nursing  preferred 


Time;  9:00  a.m.  to  5:00  p.m. 
Monday  through  Friday 


Dates: 

October  18,  1993  to  February  25.  1994 
March?,  1994  to  July  i,  1994 

Preceptorship:  900  hours  to  be  completed  within  one  year 

Classroom-EPA  Preceptorship -student's  home  agency 

Tuition  and  Fees:  Students  from  OFP-funded  agencies  are  waived  tuition  for  the 
Family  Planning/GYN  track  of  the  WHCNP  course  and  will  receive  financial 
assistance  for  SJSU  fees.  Students  in  agencies  serving  greater  than  50  per  cent 
Medi-Cal  clients  may  be  eligible  for  tuition  waivers  Tor  the  OB  track  of  the 
WHCNP.  Students  are  responsible  for  the  following  fees:  Books,  SJSU  credit  fees, 
and  travel  and  living  expenses.  Some  partial  stipends  are  available. 

Please  Note;  The  Family  Planning  and  Maternity  Nurse  Practitioner  Courses 
have  been  integrated  into  the  above-described  program.  A  separate  Maternity  NP 
Program  (FPNPs)  is  still  available. 

Agency:  EPA 
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FAMILY  PLANNING  SPECIALTY 


Family  Planning  this  program  consists  of  three  weeks  at  Campbell  followed  by  100  hours  of 


Specialty 


preceptored  clinical  experience  at  the  employing  family  planning  clinic. 

rTOyram  Family  planning  theory  and  hands-on  experience,  using  a  variety  of  educational 

techniques,  are  covered  in  the  three-week  segment.  All  training  is  provided  under 
the  supervision  of  clinicians  actively  engaged  in  women's  health  care. 

During  the  preceptorship,  the  student  practices  under  the  supervision  of  an 
experienced  Nurse  Practitioner,  Nurse  Midwife  or  Physician,  meeting  regularly 
with  this  preceptor  for  ongoing  case  discussions,  education  and  evaluation. 

The  course  is  designed  to  provide  students  with: 

•  Knowledge  and  skills  in  contraceptive 
management  and  basic  gynecological  care; 

•  Pregnancy  detection  and  counseling  skills; 

•  Expenence,  knowledge  and  skills  to  recognize 
gynecological  abnormalities  and  to  make  effective  referrals; 

•  Increased  knowledge  of  genetics  in  order  to  provide 
education  and  basic  screening  for  referrals; 

•  Increased  knowledge  and  skills  in  individual  and  group 
counseling  and  education  in  human  sexuality. 

Intended  Audience:  Generalist  Clinicians;  for  example:  Family  Nurse 
Practitioners,  Adult  Nurse  Practitioners,  Physician  Assistants,  Certified  Nurse 
Midwives 

Prerequisites:  Current  certification  as  a  Nurse  Practitioner  or  current  Physician 
Assistant  license,  OFP-funded  sponsoring  agency 

Campbell       Dates:  October  1 1  through  29,  1993 

Time:  8:30  a.m.  to  5:00  p.m.,  Monday  through  Friday 

Preceptorship:   100  hours  to  be  completed  within  one  year 

Classroom— EPA 
Preceptorship-student's  home  agency 

Fees:  Students  from  OFP-funded  agencies  do  not  pay  a  tuition  fee  but  are 
responsible  for  books  and  San  Jose  State  University  credit  fees.  Stipends  for  living 
expenses  are  available. 

Agency:  EPA 
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CONTINUING  EDUCATION-NON-MEDICAL 


Beyond 
the 

Basics 
1993 


Time:  9:00  a.m.  to  4:00  p.m. 


San  Diego 
Redding 


This  one-day  conference  provides  an  opportunity  for  counselors,  clinic  workers 
and  health  educators  to  meet,  network  and  attend  a  variety  of  workshops  on 
current  reproductive  health  care  issues. 

Intended  Audience:  Health  Educators,  Counselors,  Medical  Assistants,  Clerical 
Staff  and  other  Family  Planning  Workers 

Continuing  education  units  will  be  offered. 

Dates: 

October  1,  1993 
December  1,  1993 

Fees:  $15.00  -  $25.00 

Agency:  LARFPC-Southem  California 
PPA/SF-Northem  California 


Contraceptive  This  is  a  one-day  course  offering  updated  information  on  contraceptive  methods, 

Update  including  contraceptive  implants  (Norplant),  injectables  (DMPA),  the  female 

condom,  sterilization,  and  other  methods. 

Intended  Audience:  Health  Educators,  Counselors,  Medical  Assistants,  Clerical 
Staff  and  other  Family  Planning  Staff  providing  information  on  birth  control 
methods 

Continuing  education  units  will  be  provided. 

Dates:  Time:  9:00  a.m.  to  4:00  p.m. 

Bakersneld       October  22,  1993 
San  Luis  Obispo      December  3,  1993 

Fees:  $5.00 

Agency:  LARFPC 
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CONTINUING  EDUCATION--NON-MEDICAL 


Advanced 

Counseling 

Challenges 


Santa  Ana 
Santa  Rosa 


Pregnancy 
Counseling 
Practicum 


This  one-day  workshop  helps  panicipants  discover  and  practice  new  methods  for 
working  with  their  cUents.  It  is  intended  for  staff  who  have  previously  attended 
the  Interviewing  and  Pregnancy  Counseling  sessions  of  the  Basic  Family  Planning 
Series  or  other  counseling  skills  training. 

This  workshop  helps  strengthen  skills  in  the  following  areas: 

•  Putting  the  client  at  ease  in  a  clinic  setting 

•  Using  your  exjjerience  for  more  effective  counseling 

•  Facilitating  decision-making 

•  Specific  approaches  for  hard-to-reach  clients 

•  Tackling  the  lough  issues:   HIV  and  pregnancy,  substance  abuse  and 
sexual  abuse 

Participants  will  be  asked  to  share  their  most  difficult  counseling  situations.  They 
will  be  assisted  by  the  trainer  m  exploring  effective  client  interactions  and 
resolutions.  This  workshop  will  also  discuss  supervision  of  counselors  and 
counselor  burnout. 

Intended  Audience:  Experienced  Counselors,  Educators  or  other  Clinic  Staff 
who  counsel  clients  as  part  of  their  clinic  work 


Time:  9:00  a.m.  to  4:30  p.m. 


September  28, 1993 
October  20,  1993 

Fees:  $10.00 

Agency:  TCHT 


This  is  a  follow-up  session  to  the  Interviewing  and  Pregnancy  Counseling  sessions 
in  the  Basic  Family  Planning  Series.  It  is  designed  to  provide  trainees  with 
opportunities  to  practice  and  refine  their  counseling  skills.  Trainer  feedback  and 
guidance  on  counseling  skills  will  also  occur.  Discussion  of  difficult  clients  and 
techniques  for  addressing  their  concerns  will  be  covered  during  practice  sessions. 

Intended  Audience:  Pregnancy  Counselors  who  want  additional  practice  and 
feedback  on  their  counseling  techniques.  Attendees  must  have  completed  an 
Interviewing  and  Pregnancy  Counselling  Basic  Series  course  or  some  other 
comparable  Counseling  Skills  training. 


Sacramento      Date:  December  3,  1993 


Fees:  $10.00 


Time:  9:00  a.m.  to  4:00  p.m. 


Agency:  TCHT 
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CONTINUING  EDUCATION-NON-MEDICAL 


Eff  icisnt  Chsrt  This  one-day  course  will  focus  on  the  legal  requirements  for  documenting  client 

Documentation  information  in  the  chart.  Discussion  will  also  include  ways  to  streamline  charting 

time.  Specific  content  will  include: 

•  The  chart  as  a  legal  document 

•  What  needs  to  be  documented  in  the  medical  record 

•  Chart  organization-how  to  arrange  the  information  in  the  medical 
record  so  it  is  retrievable 

•  Efficient  charting— how  long  should  it  lake 

This  workshop  is  one  session  in  a  group  of  courses  on  Clinic  Systems,  TBA  . 
Intended  Audience:  Clinical  Staff  who  write  in  their  clients'  medical  record 
San  Luis  Obispo       Date:  October  8.  1993  Time:  9:00  a.m.  to  4:00  p.m. 

Fees:  $10.00 

Agency:  TCHT 

I  1 


Computerized 
Patient  Flow 
Analysis 


San  Jose 
San  Diego 


This  workshop  will  provide  instruction  on  collecting  data  at  your  site  to  run  a 
computerized  time  and  motion  study.  This  tool,  designed  and  used  by  the  CDC, 
generates  statistical  reports  and  graphs  that  will  help  clearly  illustrate  the 
following  and  much  more: 

•  Staff  and  client  contact  times 

•  Patient  waiting  times  and  botdenecks 

•  Average  and  mean  length  of  service  times 

•  Staff  costs  by  visit  type 

Data  entry  and  analysis  of  reports  can  be  arranged  through  The  Center  for  Health 
Training  and  can  then  be  used  to  optimize  patient  flow  and  appointment  systems. 
The  study  requires  orientation  of  all  participating  staff. 

This  workshop  is  one  session  in  a  group  of  courses  on  clinic  systems,  TBA. 

Intended  Audience:  Clinic  Staff  who  are  committed  to  conducting  a  patient  flow 
analysis  study  at  their  clinic  site.  At  least  two  staff  members  per  agency  are 
encouraged  to  attend. 


Dates: 

September  22,  1993 
December  1,  1993 

Fees:  $10.00 

Agency:  TCHT 


Time:  9:00  a.m.  to  4:00  p.m. 
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CONTINUING  EDUCATION--NON-MEDICAL 


Team 

Building 

and 

Managing 

Stress 


San  Francisco 


Most  organizations  depend  on  efficiently  functioning  teams  of  staff  to  serve  clients 
optimally.  This  workshop  offers  participants  skills  in  creating  and  maintaining 
well-functioning  teams.  It  will  also  help  participants  identify  what  makes  one's 
work  and  home  life  stressful  and  how  to  minimize  the  stress. 

Topics  at  this  one-day  workshop  include  the  following: 

•  Strategies  for  effective  team  building  with  diverse  staff 

•  Methods  for  developing  small  group  teams  within  clinic  staff 

•  Recognizing  when  the  team  breaks  down  and  repairing  it 

•  Recognizing  one's  own  symptoms  of  stress 

•  Organization  stress  producers 

•  Handling  and  minimizing  stress 

This  workshop  is  one  session  in  a  group  of  workshops  on  Personnel  Issues,  TBA. 

Intended  Audience:  All  levels  of  Staff.  Teams  of  Staff  are  encouraged  to  attend. 

Date:  November  19,  1993  Time:  9:00  a.m.  to  4:00  p.m. 

Fees:  $10.00  Agency:  TCHT 

I  =1 


Tliirty  /  Forty 
Something 
Reproductive 
Issues 


This  workshop  offers  a  look  at  reproductive  health  care  issues  facing  women  over 
the  age  of  35.  Topics  include  contraceptive  options,  menopause  and  hormonal 
replacement  therapy. 

Intended  Audience:  Health  Educators,  Counselors,  Medical  Assistants,  Clerical 
Staff  and  other  Family  Planning  Workers 


Berkeley 
Fresno 


September  23,  1993 
October  4,  1993 

Fees:  $10.00 


Agency:  PPA/SF 


Discussing 

Sensitive 

Subjects  with 

Culturally 

Diverse 

Populations 


Stockton 


This  workshop  is  designed  to  increase  staff  comfort  with  and  success  in  educating 
clients  about  STD  prevention  and  contraception.  It  will  also  cover  history  taking. 
Special  attention  will  be  paid  to  meeting  the  neecb  of  Latina  women. 

Intended  Audience:  Health  Care  Educators,  Counselors,  Medical  Assistants, 
Clerical  Staff  and  other  Family  Planning  Workers 


Date:  August  19,  1993 
Fees:  $10.00 
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Time:  8:30  a.m.  to  4:00  p.m. 
Agency:  PPA/SF 


285 


CONTINUING  EDUCATION  FOR  CLINICIANS 


Colposcopy 

Training 

Program 


Clinicians  will  be  instructed  in  the  theory  and  clinical  skills  to  diagnose  and  treat 
clients  with  common  cervical  abnormalities.  There  will  be  opportunities  to 
discuss  current  concepts  and  controversies  related  to  preinvasive  cervical  and 
vaginal  disease.  A  preceptorship  of  100  procedures  should  follow  the  training 
course  at  the  student's  home  agency. 

Intended  Audience:  Nurse  Practitioners,  Physician  Assistants,  Certified  Nurse 
Midwives,  Physicians 

Prerequisites:  Two  years  experience  in  gynecological  health  care,  OFP-funded 
sponsoring  agency 


Campbell        Dates:  October  11  through  15,  1993 
Fees:  $150.00 


Time:  8:30  a.m.  to  5:00  p.m. 


Agency:  EPA 


Fall  Ob/Gyn 
Update 


San  Francisco 
Airport  Marriott 


Clinicians  attending  this  conference  will  be  updated  on  a  variety  of  ob/gyn  topics. 
The  first  day  of  this  three-day  conference  focuses  on: 

•  Advanced  Colposcopy 

•  Beyond  Cultural  Sensitivity:  Serving 
California's  Diverse  Populations 


Days  two  and  three  cover  such  topics  as: 

•  Abnormal  bleeding 

•  STDs 

•  Women  and  HIV 

•  Menopause 


Depression  and  Women's  health 
Women  and  Violence 
Depo-Provera  and  Norplant 
New  Issues  in  Contraception 


Intended  Audience:  Nurse  Practitioners,  Physician  Assistants,  Certified  Nurse 
Midwives  and  Registered  Nurses 


Date:  November  4-6,  1993 
Deadline  for  Registration:  TBA 
Fees:  Early 


1  day 

2  days 

3  days 


$  50.00 
80.00 
115,00 


Time:  8:00  a.m.  to  5:00  p.m. 


$  65.00 
95.00 
130.00 


Agency:  EPA 
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MEDIA/COMMUNITY  OUTREACH 


Getting  Your 
Message 
Across 
to  the 

Community 
and  the  Media 


San  Diego 


This  one-day  conference  is  designeci  to  assist  family  planning  programs  in 
marketing  their  services. 

Conference  topics  include: 

•  Utilizing  the  OFP  Clinical  Services  Outreach  Kit 

•  Working  with  the  media 

•  Strategies  for  adapting  the  message  to  your  community. 

Intended  audience:   Program  staff  who  will  be  planning  and  implementing 
community  media  and  media  relations  activities. 

Continuing  education  units  will  be  provided. 

Date:  December  10.  1993 

Note:   Four  additional  conferences  will  be  held  in  numerous  northern  and 
soudiem  California  locations  by  June,  1994.  Dates  and  locations  TBA. 

Fees:  $40.00;  $30.00  each  for  two  or  more  individuals  from  the  same  agency. 

Agency:  LARFPC-Southem  California 
PP  A/SF-Northem  California 


17 


287 


NORPLANT  /  DEPO  PROVERA 


Norplant 
Training 


LEVEL  I:  EDUCATION  AND  PRACTICUM 

This  basic  one-day  training  is  offered  to  increase  knowledge  and  skills  for  the 
insertion  and  removal  of  the  contraceptive  Norplant. 

Its  topics  include:  insertion  and  removal  techniques;  characteristics  of  the 
method;  mechanisms  of  action;  medical  protocol;  effectiveness;  benefits,  risks  and 
side  effects;  ethical  and  social  implications;  client  selection;  counseling  and  case 
management.  Trainees  will  practice  insertion  and  removal  on  a  model  training 


Oakland  /  Berkeley      Date:  September  29,  1993 
Fees:  $30.00 


Time:  8:00  a.m.  to  5:00  p.m. 


LEVEL  IL  ON-SITE  INSERTIONS  AND  REMOVALS 

After  qualified  clinicians  have  completed  Level  I,  they  will  need  supervised 
practice  of  at  least  one  Norplant  insertion  and  one  removal.  If  students  do  not 
have  an  experienced  clinician  available  for  supervision  at  their  clinic,  EPA  will 
make  arrangements  for  this  at  their  clinic  or  nearby. 

Dates:  Upon  request      Time  and  Location:  Variable 

No  Fee 

Intended  Audience:  Nurse  Practitioners,  Physician  Assistants,  Certified  Nurse 
Midwives  and  Physicians 

Agency:  EPA 


Norplant 

Removal: 

Patient 

Management 

Workshops 


San  Francisco 
Airport  Marriott 


This  workshop  is  for  clinicians  who  have  completed  Basic  Norplant  Training. 
Participants  will  have  the  opportunity  to  practice  removals  on  model  training 
arms.  Content  will  involve  "lips"  for  removal  and  suggestions  for  common  patient 
management  problems. 

Dates:  November  5  or  6,  1993  Time:   1:00  to  5:00  p.m. 

Fee:  PartofOB/GYN  Update.  See  page  16  for  complete  program. 

Intended  Audience:  Nurse  Practitioners,  Physician  Assistants,  Certified  Nurse 
Midwives  and  Physicians. 

Agency:  EPA 
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NORPLANT  /  DEPO  PROVERA 


Norplant  / 
Depo  Provera 
Counselor 
Training 


Sacramento 


This  course  is  designed  to  assist  family  planning  workers  in  counseling  clients 
about  the  new  contraceptive  options,  Norplant  and  Depo  Provera.  Topics  include: 
in-depth  medical  information,  the  role  of  the  counselor  and  counseling 
techniques. 

Intended  Audience:  Health  Educators,  Nurses,  Counselors,  Medical  Assistants, 
Clerical  Staff  and  other  Family  Plannmg  Workers 

Continuing  education  units  will  be  provided. 

Date:  August  20,  1993 

Fees;  $5.00 

Agency;  PPA/SF 


Contraceptive 
Counseling: 
Norplant  and 
Other  Methods 


Los  Angeles 


This  course  is  designed  to  assist  family  planning  workers  in  counseling  clients 
about  contraceptive  options,  including  contraceptive  implants  (Norplant)  and 
injectables  (DMPA).  Topics  include:  an  overview  of  the  method,  the  role  of  the 
counselor  and  counseling  techniques. 

Intended  Audience:  Health  Educators,  Nurses,  Counselors,  Medical  Assistants 
and  other  Family  Planning  Staff  providing  information  on  birth  control  methods. 

Continuing  education  units  will  be  provided. 

Date:  August  13,  1993  Time;  8:30  a.m.  to  4;00  p.m. 

Fees;  $5.00 

Agency;  LARFPC 
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RESOURCES  /  TECHNICAL  ASSISTANCE 


Health 
Education 
Resource 
Center 


The  following  Reproductive  Health  Education  materials  and  services  are  designed 
to  meet  the  needs  of  multlculturally-diverse  clients: 

•  Distribution  of  effective  Health  Education  materials  on  a  variety  of  topics 

•  Computer  searches 

•  Lending  library-videos,  curricula  and  reference  materials 

•  Technical  assistance-design,  lay-out,  literacy  and  translation  evaluation 

•  Training  on  selection,  use  and  development  of  effective  materials 

No  Fee.  Offered  upon  request  at  no  charge  to  OFP-funded  agencies. 
Agency:  EPA 


Resource 
Library 


The  Resource  Library  provides  an  education  service  for  Los  Angeles  contract 
agencies  and  other  interested  local  human  service  agencies.  The  library  includes 
up-to-date  resources  on  family  planning  and  other  related  topics  such  as: 

•  Human  sexuality,  sexually  transmitted  diseases,  adolescent  sexuality 
materials 

•  Counseling  skill  information  for  clinic  personnel  and  techniques  in 
managerial  communications 

•  Journals,  books,  educational  curricula,  videos  and  films,  a  number  of 
which  are  in  Spanish  and  Asian  language 

Library  materials  are  available  for  review  or  for  local  rental.  The  library  is  open 
on  Tuesdays  and  Thursdays. 

Agency:  LARFPC 


Technical 
Assistance  for 
Service 
Providers 


Technical  Assistance  is  available  without  charge  to  OFP-funded  agencies  to  assist 
in  improving  their  services  and/or  achieve  compliance  with  OFP  contract 
requirements.  Problem  identification  and  tailored  solutions  can  address  outreach, 
service  delivery  and  staff  development  issues. 

Special  technical  assistance  is  available  to  OFP-funded  agencies  wishing  to 
improve  their  services  to  adolescents  and/or  chemically  dependent  women. 

Agencies  desiring  this  assistance  may  contact  their  OFP  Regional  Program 
Consultant  or  TCHT. 

Agency:  TCHT 
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California 
Office 

of 
Family 
Planning 

Training 
Regions 


REGION  8 

Alameda 
Contra  Costa 
San  Francisco 
San  Mateo 

RF.niON  9 

Monterey 
San  Benito 
Santa  Clara 
Santa  Cruz 


REGION  3 
San  Luis  Obisjx) 
Santa  Barbara 
Ventura 


REGION  10 

Los  Angeles 


REGION  1 

Imperial 
San  Diego 
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The  California  Office 
of  Family  Planning 
714  P  Street,  Room  440 
Sacramento,  CA  95814 
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What  is  Right  for  You? 

When  you  choose  a  birth  control  method, 
you  want  to  know  how  it  will  fit  in  with  the 
way  you  live. 

Think  about  these  questions: 

I  •  Will  the  method  you  choose  be  healthy 
for  you  to  use? 

•  Will  you  be  able  to  use  it  the  right 
way  every  time? 

•  Will  it  protect  you  from  AIDS  and  other 
STDs  (diseases  people  can  get  by  having 
sex)? 

You  might  want  to  talk  with  your  partner 
about  what  would  be  best  for  you  both. 

Remember: 

•  All  these  methods  work. 

•  if  you  use  no  method,  pregnancy  can 
happen  any  time  you  have  sex. 

•  Using  any  of  these  methods  is  better 
than  using  no  method  at  all. 

•  Using  a  condom  along  with  the  method 
you  choose  can  help  prevent  AIDS  and 
other  STDs. 

Think  about  it.  Talk  to  your  clinic  staff. 
Choose  a  birth  control  method  right  for 
you. 


Produced  and  distributed  by  Education  Programs  Associates 

I  West  Campbell,  Bid  D.  Campbell,  CA  95008  —  Phone  (4081  374-3720 

Design  and  Illustration  by  Sue  Ellen  Parkinson 

Funded  by  California  Department  of  Health  Services 

Office  of  Family  Planning 

Contract  #91-12538 

Copyright  1993 
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The  condom  is  rolled  onto  the  man's 
erect  penis  before  you  have  sex. 

•  Sperm  are  kept  inside  the  condom  and 
can't  get  to  the  woman's  egg. 

•  The  condom  works  even  better  when 
used  with  spermicides. 

People  who  use  condoms  like  them 
because: 

•  Condoms  do  not  cause  health 
problems. 

•  Condoms  can  be  bought  in  a  drugstore. 

Here  are  problems  you  might  have: 

•  For  some  people,  putting  on  a  condom 
can  interrupt  having  sex. 

•  it  must  be  taken  off  with  care,  so  no 
sperm  spill  out. 

•  Some  people  say  sex  doesn't  feel  the 
same  with  a  condom. 


Is  the 
Condom 

right  for 
you? 


The  condom 
works  only  if 
you  use  a  new 
one  every  time 
you  have  sex. 


Condoms  can  help  prevent  AIDS  and  other  STDs. 
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Are 
Spermicides 

right  for 
you? 


Spermicides 
wori(  only  if 
you  use  them 
every  time  you 
have  sex. 


Spermicides  cover  the  woman's  cervix, 
the  opening  to  her  uterus.   Foam,  sup- 
positories, cream,  jelly,  or  vaginal  film 
can  be  used. 

•  The  man's  sperm  are  killed  before  they 
get  to  the  woman's  egg. 

•  They  work  even  better  when  used  with 
condoms. 

People  who  use  spermicides  like  them 
because: 

•  They  cause  few  health  problems. 

•  You  can  buy  them  in  a  drugstore. 

Here  are  problems  you  might  have: 

•  You  must  put  them  in  just  before  you 
have  sex. 

•  With  some,  you  must  wait  for  them  to 
foam  up. 

•  Some  can  be  messy. 

•  Some  may  irritate  the  vagina  or  penis. 


^^ 


^ 


Spermicides  may  help  prevent  some  STDs. 
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The  diaphragm  fits  over  the  woman's 
cervix. 

•  it  is  used  with  a  jelly  or  cream  that  kills 
the  man's  sperm. 

People  who  use  the  diaphragm  like  it 
because: 

•  It  causes  few  health  problems. 

•  It  can  be  put  in  up  to  6  hours  before 
having  sex. 

Here  are  problems  you  might  have: 

•  You  must  go  to  a  clinic  to  be  fitted. 

•  A  few  women  have  bladder  infections. 

•  It  may  irritate  the  penis  or  vagina. 


/~ 


Is  the 
Diaphragm 

right  for 
you? 


The  diaphragm 
works  only  if  it 
is  used  every 
time  you  have 


The  diaphragm  may  help  prevent  some  STDs. 
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The  cap  works 
best  if  it  is  used 
the  right  way 
every  time  you 
have  sex. 


The  cervical  cap  fits  over  the  woman's 
cervix. 

•  It  is  used  v^ith  a  jelly  or  cream  that  kills 
the  man's  sperm. 

People  who  use  the  cap  like  it  because: 

•  The  cap  can  be  put  in  ahead  of  time. 

•  You  can  have  sex  more  than  once  for 
up  to  48  hours. 

•  Once  it  is  in  place,  most  people  don't 
feel  it. 

Here  are  problems  you  might  have: 

•  You  must  go  to  a  clinic  to  be  fitted. 

•  Putting  the  cap  in  or  taking  it  out  can 
be  tricky. 

•  Using  it  may  irritate  the  penis,  vagina, 
or  cervix. 


The  cap  may  help  prevent  some  STDs. 
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The  small,  soft  sponge  fits  over  the 
woman's  cervix. 

•  It  foams  up  with  water. 

•  It  blocks  and  kills  the  man's  sperm. 

People  who  use  the  sponge  like  it 
because: 

•  You  can  put  it  in  ahead  of  time. 

•  You  can  have  sex  more  than  once 
without  changing  the  sponge,  up  to  24 
hours. 

•  You  can  buy  it  in  a  drugstore. 

Here  are  problems  you  might  have: 

•  The  sponge  can  be  hard  to  take  out. 

•  There  may  be  a  very  small  chance  of 
getting  toxic  shock  syndrome  if  you  use 
it  when  you  are  on  your  period. 

•  It  may  not  work  quite  as  well  for  women 
who  have  had  children. 


Is  the 
Sponge 

right  for 
you? 


The  sponge 
works  best  if 
you  use  it  the 
right  uray  every 
time  you  have 
sex. 


The  sponge  may  help  prevent  some  STDs. 
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Is  the 


The  female  condom  is  soft  and  thin  and 


Female 
Condom 


1  covers  the  inside  of  the  woman's  vagina. 

•  It  is  put  in  the  woman's  vagina  like  a 
1      diaphragm. 

,  •  Sperm  are  kept  inside  the  female  condom 

ngntlOryOU.  and  can't  get  to  the  woman's  egg. 


People  who  use  the  female  condom  like  it 
because: 

•  The  woman  can  use  it  to  protect  herself 
from  AIDS  and  other  STDs. 

•  It  can  be  put  in  before  having  sex. 

•  It  can  be  bought  in  a  drugstore. 

Here  are  some  problems  you  might  have: 

•  The  female  condom  may  seem  hard  to  use  at 
first. 

•  Some  people  don't  like  the  outer  ring  that 
hangs  outside  the  vagina. 


The  female 
condom  works 
only  if  you  use 
a  new  one 
every  time  you 
have  sex. 


Female  condoms  can  help  prevent  AIDS  and  other  STDs. 
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The  pill  keeps  the  woman's  egg  from 
leaving  her  ovaries. 

•  The  woman  takes  one  pill  every  day. 

•  Since  there  is  no  egg  to  meet  with  the 
man's  sperm,  the  woman  does  not  get 
pregnant. 

People  who  use  the  pill  like  it  because: 

•  It  does  not  cause  any  serious  problems 
in  most  women. 

•  It  can  help  protect  women  from  cancer 
of  the  ovaries. 

•  It  does  not  interrupt  having  sex. 

Here  are  problems  you  might  have: 

•  You  must  remember  to  take  the  pill 
every  day. 

•  You  must  go  to  a  clinic  for  an  exam. 

•  You  could  have  some  mild  weight 
changes,  mood  changes,  or  some 
bleeding  at  t3?^».  odd  times. 


The  pill  works 
best  If  you  take 
it  every  day  at 
the  same  time. 


The  pill  does  not  protect  you  from  AIDS  or  other  STDs. 
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Are 
Implants 

right  for 
you? 


Birth  Control 
Implants  work 
very  wel! 
without  you 
having  to  think 
about  it. 


Birth  Control  Implants  (Norplant) 

work  mainly  by  keeping  the  woman's  egg 
from  leaving  her  ovaries. 

•  Six  small,  soft,  thin  tubes  are  placed 
under  the  skin,  in  the  woman's  upper  arm. 

•  Since  the  egg  does  not  meet  with  the 
man's  sperm,  the  woman  does  not  get 
pregnant. 

People  who  use  implants  like  them 
because: 

•  The  implants  work  for  5  years. 

•  A  woman  does  not  have  to  do  anything 
else  to  keep  from  getting  pregnant. 

•  Using  implants  does  not  cause  major 
health  problems. 

Here  are  problems  you  might  have: 

•  Most  women  have  changes  in  their 
periods. 

•  The  implants  must  be  put  in  and  taken 
out  in  a  clinic. 


Implants  do  not  protect  you  from  AIDS  or  other  STDs. 
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The  Birth  Control  Shot  (DMPA  / 
Depo-Provera)  works  mainly  by  keeping 
the  woman's  egg  from  leaving  her  ovaries. 

•  A  shot  is  given  at  the  clinic  every  1 2 
weeks. 

•  Since  the  egg  does  not  meet  the  man's 
sperm,  the  woman  does  not  get 
pregnant. 

People  who  use  the  shot  like  it  because: 

•  It  lasts  for  12  weeks. 

•  It  does  not  interrupt  having  sex. 

Here  are  problems  you  might  have: 

•  You  will  have  changes  in  your  periods, 

•  You  may  feel  tired  and  have  sore 
breasts  and  nausea  for  a  few  months. 

•  You  could  gain  weight  or  have  mood 
changes. 

•  Some  problems  may  not  go  away  until 
the  shot  wears  off. 


Is  the 
Shot 

right  for 
you? 


The  Birth 
Control  Shot 
works  only  If 
you  get  a  shot 
every   12  wrecks. 


The  Shot  does  not  protect  you  from  AIDS  and  other  STDs. 
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The  lUD  works 
very  well 
without  you 
having  to  think 
about  it. 


The  lUD  is  a  small  piece  of  plastic  that  is 
put  in  the  woman's  uterus  at  a  clinic. 

•  it  keeps  the  egg  from  growing  in  the 
woman's  uterus. 

People  who  use  the  lUD  like  it  because: 

•  Once  it  is  in,  the  woman  does  not  have 
to  use  anything  else  to  keep  from 
getting  pregnant. 

•  You  just  check  the  string  often  to  be 
sure  it  is  still  in  place. 

Here  are  problems  you  might  have: 

•  You  may  have  more  bleeding  or 
cramping  during  your  period. 

•  if  you  or  your  partner  have  sex  with 
others,  you  could  get  an  infection  in 
your  tubes. 

•  If  you  get  a  tubal  infection,  you  could 
have  trouble  getting  pregnant  when  you 
want  to. 


> 


w 


\    ^ 


The  lUD  does  not  protect  you  from  AIDS  and  other  STDs. 
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Sterilization  is  a  surgery  done  when 
people  no  longer  want  to  have  children. 
The  man  or  the  wonnan  can  have  it  done. 

•  In  men,  the  tubes  that  carry  the  man's 
sperm  are  cut. 

•  In  women,  the  tubes  that  carry  the 
woman's  eggs  are  cut. 

People  who  use  sterilization  like  it 
because: 

•  No  other  method  of  birth  control  is 
ever  needed. 

•  The  surgery  is  safe.  It  does  not  take 
long  to  get  better. 

•  It  does  not  change  your  feelings  or  your 
ability  to  have  sex. 

Here  are  problems  you  might  have: 

•  You  cannot  change  your  mind  and  have 
children  later  on. 

•  There  may  be  a  small  chance  of 
infection  or  bleeding  after  surgery. 


Is 
Sterilizatioti 

right  for 
you? 


There  is  almost 
no  chance  of 
pregnancy 
after 

sterilization,   if 
the  doctor's 
advice  is 
followed. 


Sterilization  does  not  protect  you  from  AIDS  and  other  STDs 
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IsNFP 

or  FAM 
right  for 
you? 


NFP  and  FAM 
work  best  if  you 
follow  all  the 
rules  taught  in 
your  class. 


With  Natural  Family  Planning  (NFP) 
and  the  Fertility  Awareness  Method 

(FAM)  you  will  learn  about  signs  in  a 
woman's  body  that  show  when  she  can 
and  cannot  get  pregnant. 

•  You  take  a  class  to  learn  these  signs. 

•  If  you  choose  NFP,  you  do  not  have  sex 
during  the  tinne  the  woman  can  get 
pregnant. 

•  With  FAM,  you  use  a  method  such  as 
the  condom  during  that  time. 

People  who  use  NFP  or  FAM  like  them 
because: 

•  They  do  not  cause  health  problems, 

•  Learning  about  NFP  or  FAM  with  your 
partner  can  make  it  easier  to  talk  about 
family  planning. 

Here  are  problems  you  might  have: 

•  It  takes  time  to  learn  about  NFP  and  FAM. 

•  You  must  chart  your  signs  every  day. 


'^  'I 


"^-"^^w^*?^ 


NFP  and  FAM  do  not  protect  you  from  AIDS  or  other  STDs. 
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Abstinence  means  choosing  not  to 
have  any  kind  of  sex. 

•  Many  people  choose  not  to  have  sex 
at  different  times  in  their  lives. 

•  If  you  don't  have  sex,  pregnancy  can't 
happen. 

People  who  choose  not  to  have  sex 
like  it  because: 

•  It  fits  their  needs  and  beliefs. 

•  It  causes  no  health  problems. 

•  It  can  be  used  any  time. 

Here  are  problems  you  might  have: 

•  The  man's  penis  must  not  be  put  in  or 
near  the  woman's  vagina. 

•  You  or  your  partner  could  get  pregnant 
if  you  change  your  mind  and  have  sex 
without  using  a  birth  control  method. 


Is 
Abstinence 

right  for 
you? 


If  you  don't 
have  sex, 
pregnancy  can't 
happen. 


Not  having  sex  can  prevent  AIDS  and  other  STDs. 


what  method  is  right  for  you? 

All  these  methods  work.  How  well  you  use 
your  method  has  a  lot  to  do  with  how  well  it 
works  for  you. 

The  numbers  here  show  how  many  women  out 
of  100  get  pregnant  the  first  year  they  try  to  use 
these  methods.  This  counts  women  who  get 
pregnant  whether  or  not  they  use  the  method 
the  right  way  every  time. 


^^^^^^^^^^^^1  1  woman 

^^^^^^^^^^H  1  woman 

l^^^^^^^^^^^l  1  woman 

^^^^^^^^^^^1  3  women 

^^^^^^^^^^^1  3  women 

^^^^^^^^^^^^^H  12  women 

^^^^^^^^^^^^^^H  1 8  women 

^^^^^^^^^^^^^^H 18  women 

^^^^^^^^^^^^^^^1  20  women 

^^^^^^^^^^^^^^^H  2 1  women 

^^^^^^^^^^^^^^^^^^H  25  women 

^^^^^^^^^^^^^^^^^^^H  28  women 

85  women  out  of  100 

If  your  method  is  used  the  right  way  every  time, 
your  chances  of  pregnancy  can  be  much  lower 
than  these  numbers. 

Choose  a  method  right  for  you. 

•  Your  clinic  staff  can  help  you  decide. 
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NORPLANT 


Preguntas  y  Respuestas 
Acerca  de  Norplant. 
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Datos 
Sobre  Norplant 

•  Como  un  mil  Ion  de  mujeres  han  usado 
lorplant  como  m^todo  anticonceptivo. 

En  los  ultimos  20  anos,  55,000  mujeres  han 
paiticipado  en  '3stud!os  sobre  el  uso  de 
Norplant.  Se  ha  comprobado  que  Norplant  es 
un  m6todo  seguro  y  eficaz. 

•  En  1990,  el  uso  de  Norplant  fue  aprobado  en  los 
Estados  Unidos. 

•  Norplant  esta  hecho  de  2  materiales  que  se  han 
usado  en  la  rama  de  medicina  per  20  anos. 

1 .  La  hormona  (levonorgestrel)  se  ha  usado  en 
pastillas  anticonceptivas. 

2.  Los  tubitos  silasticos,  se  han  usado  en 
valvulas  artificiales  del  corazon  y  en  otros 
impiameb  del  cuerpo. 

•  Lo  nuevo  de  Norplant  es  la  manera  en 
que  suelta  la  hormona.  Una  pequena 
cantidad  de  hormona  penetra  la  sangre  y 
previene  embarazos  durante  5  anos. 
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Como  Funciona  Norplant 


Norplant  es  uno  de  muchos  metodos  anticonceptivos. 


^Como  funciona  Norplant? 

Norplant  es  un  metodo  anticonceptivo  que 
consiste  de  6  tubitos  de  un  plastico  suave 
Este  metodo  se  implanta  debajo  de  la  piel  de 
su  brazo.  Estos  implantes  sueltan  pequenas 
cantidades  de  una  hormona  en  la  sangre.  Esta 
hormona  previene  que  la  mujer  quede 
ennbarazada  porque: 

•  No  permite  que  el  ovulo  de  la  mujer  saiga 
del  ovario. 

•  Hace  que  el  cervix  produzca  una  mucosidad 


mas  espesa  para  que  el  esperma  del  hombre 
no  se  una  con  el  ovulo. 

t.  Despues  que  me  pongan  Norplant, 
cuando  empieza  a  funcionar? 

Norplant  es  mas  eficaz  si  se  lo  ponen  los 
primeros  7  dfas  de  su  regla,  y  comienza  su 
efectividad  en  24  horas.  Si  se  lo  ponen  durante 
otro  tiempo  del  mes.  usted  necesitara  hablar 
con  su  doctora  para  que  le  indique  cuando 
comienza  a  ser  efectivo. 
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^Hay  medicinas  que  reducen  la 
efectividad  de  Norplant? 

Algunas  drogas  (Rifampin,  Fenobarbital,  y 
Dilantin)  pueden  afectar  la  efectividad  de 
Norplant.  Hasta  la  fecha,  otras  drogas  no  han 
causado  problemas   Antes  de  tomar  cualquier 
medicina,  dfgale  a  su  doctor  que  tiene  puesto 
Norplant, 

£Si  los  implantes  estan  en  mi 
brazo,  como  me  van  ayudar  a 
prevenir  el  embarazo? 

Cuando  los  implantes  estan  en  su  brazo, 
sueltan  una  hormona  que  va  a  la  sangre. 
Norplant  funciona  como  la  pastilla 


anticonceptiva    La  pastilla  tambien  contiene 
hormonas  que  van  a  la  sangre, 

^Cuanto  tiempo  dura  la  efectividad 
de  Norplant? 

Los  implantes  funcionan  por  5  afios,  Despues 
de  5  afios,  si  aun  no  desea  un  embarazo 
necesita  obtener  otros  implantes, 

^Es  efectivo  Norplant? 

Norplant  es  muy  eficaz  en  prevenir  embarazos, 
De  1000  mujeres  que  usen  Norplant  por  un 
ano,  2  pueden  salir  embarazadas. 


^Es  efecHvo  Norplant  en  comparacion  con  otros  metodos? 

Esta  gr^fica  demuestra  ei  numero  de  embarazos  que 
ocurren  cuando  se  usan  estos  m6todos. 


Norplant  |    De  1 0OO  mujeres,  habran  2  embarazadas 

Estetilizaci6n      I    De  1000  mujeres,  habrdn  4  embarazadas 

La  Pastilla  ^H     De  1000  mujeres,  habran  30  embarazadas 

El  DIU  (aparato)  ^|     De  lOOO  mujeres,  habran  30  embarazadas 

El  Conddn  ^^^^^^^H     De  1000  mujeres,  habran  120  embarazadas 

De  1000  mujeres,  habrdn  180  embarazadas 


El  Diafragma  / 
I     capuch6n 

'Sin  usar  un 
4n6todo 
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Los  Implatites 


^De  que  estan  hechos  los 
Implantes? 

Los  implantes  son  tubitos  hechos  de  un 
plastico  suave  y  flexible  que  se  llama  silastico. 
Los  tubitos  contienen  una  hormona  que  se 
llama  levonorgestrel,  Esta  hormona  es  un  tipo 
de  progesterona    Durante  los  ultimos  20  afios, 
han  usado  este  tubito  silastico  y  hormona  en  la 
rama  de  medicina 

^Son  grandes  los  implantes? 

Los  implantes  son  chiquitos  y  delgados  Cada 
implante  mide  como  pulgada  y  media  de  largo 
y  un  octavo  de  pulgada  deancho    Los  6 

s^si  imposible  qu^os^ 
implantes  se  quiebren 
adentro  de  su  brazo. 


implantes  se  ponen  en  forma  de  abanico 
debajo  de  la  piel  en  su  brazo. 

^Que  pasa  si  me  lastimo  o  si  me 
aprietan  el  brazo?  ^Se  pueden 
quebrar  los  implantes  cuando  ya 
estan  puestos  en  mi  brazo? 

Es  imposible  que  los  implantes  se  quiebren 
estando  adentro  de  su  brazo.  Como  su 
musculo  y  su  piel,  los  implantes  son  suaves  y 


Este  es  el  tamano  actual  de  los  Implantes. 


flexibles.  Nada  les  pasara  si  usted  se  lastima  o 
si  alguien  le  aprieta  el  brazo. 

iSe  pueden  mover  los  implantes  a 
otras  partes  de  mi  cuerpo? 

NO    Despues  que  le  han  puesto  los  implantes, 
su  brazo  sanara  alrededor  de  ellos.  Despues 
que  Sana  el  brazo,  los  implantes  no  se  mueven. 

^Es  igual  la  silicona  que  centiene 
Norplant  a  la  silicona  que  le  ponen 
en  el  busto  a  la  mujer? 

NO.  Los  implantes  de  los  senos  contienen  una 
gelatina  de  silicona.  Norplant  no  contiene  esta 
gelatina.  El  tubito  silastico  en  Norplant  es  un 
producto  de  silicona  que  se  ha  usado  per  afios 
en  valvules  artificiales  del  corazon  y  en  otros 
implantes.  No  es  una  gelatina  aguada  ni  un 
Ifquido  que  se  puede  pasar  a  otras  partes  del 
cuerpo 


314 


Como  Se  Pone  Norplant 


^Como  se  pone  Norplant? 

Seis  implantes  son  colocados  en  forma  de 
abanico  debajo  de  la  piel  de  su  brazo.  Este 
proceso  toma  como  1 5  minutos.  Estos  son 
los  pesos  que  siguen: 
1    Limpian  la  parte  del  brazo  donde  los 

implantes  seran  puestos. 
2.  Adormecen  la  area. 
3    Hacen  una  incision  pequena  en  la  piel. 

4.  Ponen  los  implantes,  uno  por  uno,  en  forma 
de  abanico  en  el  brazo. 

5.  Ponen  una  curita  y  gasa  sobre  la  incision 
No  necesita  puntadas. 

^Duele  cuando  ponen  Norplant? 

Por  lo  general,  no  duele   Algunas  mujeres 
sienten  presion  o  un  estiron  al  poneries  los 
implantes,  pero  no  sienten  dolor.  A  veces,  les 
arde  la  anestesia. 

^Cuando  se  debe  de  poner 
Norplant? 

El  mejor  tiempo  de  poner  Norplant  es  durante 
los  primeros  7  dfas  despues  de  su  regla.  Pero, 
Norplant  tambien  se  puede  poner  durante  otro 
tiempo  del  mes.  Le  pueden  poner  Norplant 
despues  de  un  aborto  o  despues  de  un  parto  si 
no  le  esta  dando  pecho  al  bebe.  Si  le  va  dar 
pecho  al  bebe,  tendra  que  esperar  hasta  que 
su  bebe  tenga  6  semanas 


Algunas  mujeres  sientei 
presi6n  o  un  estirdn  al 

poneries  los  implantes, 
pero  no  sienten  dolors 


hielo  para  disminuir  estos  malestares.  El 
morete  y  el  dolor  desaparecen  en  una  semana. 

^Pueden  haber  problemas  al 
ponerme  Norplant? 

Pueden  ocurrir  problemas,  pero  estos  son  raros. 
A  pocas  mujeres  se  les  han  salido  los  implantes 
o  se  les  ha  infectado  la  incision.  Si  tiene  estos 
problemas,  llame  a  la  clfnica  inmediatamente. 


^Tendre  mucho  dolor  o  moretes 
despues  de  ponerme  el  Norplant? 

A  muchas  mujeres  se  les  hace  un  morete 
alrededor  de  los  implantes   Use  una  bolsa  de 
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Como  Se  Ven  y  Se  Sienten 
Los  Implatites 


iSe  pueden  ver  los  implantes 
estando  en  mi  brazo? 

A  muchas  mujeres  no  se  les  ven  los  implantes 
por  encima  de  la  piei.  En  mujeres  que  son 
muy  delgadas  o  con  musculos  se  puede  ver  la 
forma  de  uno  o  mas  implantes.  En  mujeres  de 
piel  oscura,  la  piel  sobre  los  implantes  puede 
ponerse  mas  oscura.  Esto  desaparece  cuando 
les  quitan  los  implantes. 


^Se  pueden  sentir  los  implantes? 

Si.  Al  tocar  esta  parte  del  brazo,  se  puede 
sentir  la  forma  de  los  implantes  por  encima  de 
la  piel. 

^Me  quedara  una  cicatrix? 

Le  quedara  una  cicatriz  en  el  lugar  donde  le 
hicieron  la  incision  para  poder  ponerle  los 
implantes.  Pero  como  la  incision  es  tan 
pequefia,  la  cicatriz  parece  ser  un  rasguiio   Es 
raro  que  salgan  marcas  visibles  (queloides) 


L 


A  muchas  mujeres 
no  se  les  ven  los 
implantes  por  encima 
de  la  piel.  : 


Esta  es  la  parte  del 
brazo  donde  se  ponen 
los  implantes. 
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Como  Se  Quita  Norplant 


^Que  pasa  si  quiero  que  me  quiten 
Norplant  antes  de  los  5  aiios? 

Usted  puede  pedir  que  le  quiten  los  implantes 
en  cualquier  monnento  por  cualquier  razon, 
Digale  a  su  doctora  que  quiere  que  le  quiten 
Norplant. 

^Por  que  me  tienen  que  quitar  los 
implantes  despues  de  5  alios? 

Hay  que  quitarle  el  Norplant  al  final  de  los  5 
anos,  Despues  de  5  anos,  no  hay  suficiente 
hormona  para  protegerla  contra  un  embarazo. 
Si  desea  seguir  usando  Norplant,  usted  puede 
pedir  que  le  pongan  otros  implantes  en  el 
mismo  lugar. 

^Como  se  quita  Norplant? 

Los  implantes  se  quitan  por  medio  de  una 
pequeiia  incision  en  su  brazo   Este  proceso 
toma  como  30  minutos.  Estos  son  los  pasos 
quesiguen: 

i .  Limpian  la  parte  del  brazo  donde  estan  los 
implantes. 

2  Adormecen  la  area. 

3  Hacen  una  incision  pequefia  cerca  de  las 
puntas  de  los  implantes. 

4.  Quitan  los  implantes,  uno  por  uno 

5.  Si  usted  desea  seguir  usando  Norplant,  le 
pondran  nuevos  implantes  atraves  de  la 
misma  incision. 

6.  Ponen  una  curita  y  gasa  sobre  la  incision 
No  necesita  puntadas. 


Dicen  que  es  mas  dificil  quitar 
Norplant  que  ponerlo.  Y  dicen  que 
duele.   iEs  cierto? 

Bueno,  toma  mas  tiempo  quitar  Norplant  que 
ponerlo  Algunas  mujeres  sienten  un  poco  de 
dolor.  Otras  mujeres  no  sienten  nada.  Aveces 
la  anestesia  arde  Tambien  sienten  presion  o 
un  estiron  al  quitarles  los  implantes. 

^Pueden  haber  problemas  al 
quitar  Norplant? 

Casi  nunca  hay  problemas.    Pero  de  vez  en 
cuando,  al  sacar  Norplant,  uno  de  los 
implantes  se  puede  quebrar.  A  veces,  no  se 
pueden  alcanzar  todos  los  implantes  por  la 
incision.  Si  esto  pasa,  tal  vez  necesite  otra 
incision  o  otra  cita,  otro  di'a,  para  que  le  quiten 
el  resto  de  los  implantes   A  veces,  se  puede 
infectar  la  incision.  Esto  se  cura  con 
antibiotlcos. 

^Y  si  no  quiero  ir  a  la  dinica,  me 
puedo  quitar  los  implantes  yo 
misma? 

NO.  No  intente  quitarse  los  implantes  usted 
misma.  Necesita  ir  con  un  medico  o  enfermera 
especializada  para  que  le  quiten  los  implantes. 


Usted  puede  pedir  que  le  quiten 

los  implantes  en  cualquier 
momento  y  por  cualquier  razon. 
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Efectos  Secundarios 


^Cu^les  son  los  efectos  secundarios? 

El  efecto  mas  comun  con  Norplant  es  el  de  los 
camblos  en  la  regia   Otros  efectos  pueden  ser 
dolores  de  cabeza,  espinillas,  cambios  de  peso 
o  apetito.  Algunas  mujeres  padecen  de  otros 
efectos  no  tan  comunes  como  pechos 
adoloridos,  nausea,  saipullido.  quisles  en  los 
ovarios,  perdlda  de  pelo  o  aumento  de  vello 
facial.  Pocas  se  sienten  nerviosas,  deprimidas 
o  con  mareos.  Estos  efectos  secundarios 
muchas  veces  desaparecen  o  disminuyen 
despues  del  primer  afio  de  usar  Norplant. 

^Cuales  son  los  cambios 
menstruales  que  puedo  tener? 

Muchas  mujeres  tienen  cambios  en  su  regia. 
Algunas  solo  tienen  uno  de  estos  cambios. 
Pero  otras  pueden  tener  mas  de  un  cambio. 

•  Puede  pasar  muchos  dfas  sangrando  un 
poquito.  Puede  sangrar  un  poco  entre  reglas 

•  No  va  a  saber  cuando  le  va  a  bajar  su  regia. 

•  Puede  ser  que  no  sangre  del  todo. 

^Vale  la  pena  tener  estos  cambios? 

Todos  estos  cambios  menstruales  son 
normales  a!  usar  Norplant    No  hay  manera  de 
saber  cual  es  el  cambio  que  va  a  tener  hasta 
que  le  pongan  Norplant.  Antes  de  escoger 
Norplant,  necesita  pensar  como  le  van  afectar 
estos  cambios.  Si  puede,  hable  con  su  pareja 
sobre  estos  cambios  para  ver  que  le  parece 

^Tendre  estos  cambios  por  5  afios? 

Casi  siempre  toma  de  6  meses  a  un  afio 


para  que  la  regia  se  normalice. 

^Debo  de  anotar  los  cambios? 

Si.  Es  mejor  mantener  una  cuenta  de  las  veces 
que  sangra  en  el  mes.  Esto  le  ayudara  a 
explicarle  a  su  doctora  los  cambios  que  esta 
teniendo. 

^Si  estoy  sangrando  mucho,  hay 
algo  que  puedo  hacer? 

Sf.  Hable  con  su  doctora.  Puede  haber  un 
tratamiento  para  mejorar  el  problema.  Si  se 
siente  incomoda  y  le  molesta  mucho  estar 
sangrando,  le  pueden  quitar  los  implantes. 
Recuerde,  estos  cambios  comienzan  a 
desaparecer  de  6  meses  al  afio  despues  de 
ponerle  los  implantes. 

^Puedo  tener  relaciones  sexuales 
alin  cuando  este  sangrando? 

Sf.  No  es  peligroso  tener  relaciones  sexuales 
si  esta  sangrando.  Algunas  parejas  tienen 
relaciones  sexuales  y  otras  no.  Como  los 
cambios  menstruales  son  comunes  durante  el 
primer  afio.  serfa  bueno  hablar  con  su  pareja 
antes  de  usar  Norplant   Piense  en  como  los 
cambios  le  van  a  afectar  su  relacion.  Si  tiene 
dudas,  tal  vez  es  mejor  escoger  otro  metodo 
anticonceptivo. 

^Me  puede  dar  anemia  si  estoy 
sangrando  tan  seguido? 

No.  La  mayorfa  de  mujeres  pierden  menos 
sangre  cuando  usan  Norplant  que  durante  una 
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Antes  de  escoger  Norplant,  seria  bueno  hablar  con  su  companero  sobre  los  cambios  que  tendra. 


regia  normal.  Aun  cuando  sangre  muchos 
di'as,  perdera  menos  sangre 

iQue  pasa  si  dejo  de  sangrar? 
^Como  voy  a  saber  si  estoy 
embarazada? 

Si  nota  algun  smtoma  de  embarazo  mientras 
este  usando  Norplant,  hable  con  su  doctora. 
Si  su  regla  ha  estado  normal  con  Norplant  y 
luego  deja  de  sangrar,  puede  ser  que  este 
embarazada  Uno  de  los  efertos  causados  por 
Norplant  es  que  no  le  viene  su  regla  Eso  no 
quiere  decir  que  usted  este  embarazada. 


^Tendre  los  mismos  cambios  con 
Norplant  que  tuve  cuando  use 
la  pastilla? 

No  hay  manera  de  saber  que  cambios  tendra 
con  Norplant  Norplant  es  muy  diferente  a  la 
pastilla 

1 .  Norplant  no  contiene  la  hormona  estrogeno. 

2.  Norplant  usa  un  nivel  mas  bajo  de  la 
hormona  progesterona. 

3.  La  progesterona  que  se  usa  en  Norplant  es 
diferente  a  la  de  las  pastillas. 

Si  le  preocupan  los  cambios  que  tuvo  con  la 
pastilla,  consulte  con  su  dortora 
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Problemas  de  Salud  Con 
Norplant 


^Causa  cancer  Norplant? 

En  los  ultimos  20  anos  se  ha  estudiado 
Norplant,  y  no  hay  pruebas  que  indiquen  que 
Norplant  cause  cancer.  Cambios  en  la  regia 
que  son  causados  per  Norplant  pueden 
esconder  los  primeros  sfntomas  de  cancer  en 
la  matriz.  Pero.  se  cree  que  Norplant  puede 
ayudar  a  proteger  a  la  mujer  contra  este  tipo  de 
cancer.  Hable  con  su  doctora  si  esto  le 
preocupa 

^Causa  Norplant  algun  problema 
serio  a  la  salud? 

Norplant  no  causa  problemas  graves  de  salud. 
Los  estudios  muestran  que  las  mujeres  que 
han  usado  Norplant  en  los  ultimos  20  anos  no 
han  tenido  problemas  graves  de  salud. 


Norplant  no  la  proteje  del 
virus  del  SIDA  ni  de  otras 
enfermedades  sexuales. 


Cada  mujer  debe  de  ir  a  la 

clinica  una  vez  al  ano  para 

obtener  un  examen  anual 

de  la  pelvis,  de  los  pechos, 

y  del  cancer. 


^Me  protege  Norplant  del  SIDA  o 
de  otras  enfermedades  sexuales? 

No  Norplant  no  la  proteje  del  virus  del  SIDA  ni 
de  otras  enfermedades  sexuales.  Para 
protegerse  de  estas  enfermedades,  siempre 
use  un  Condon  cuando  tenga  relaciones 
sexuales. 

^Neceslto  ir  a  mi  examen  anual  si 
uso  Norplant? 

Sf   Cada  mujer  debe  de  ir  a  la  clfnica  una  vez  al 
afio  para  obtener  un  examen  de  la  pelvis,  de 
los  pechos.  y  del  cancer.  (Mantengase 
saludable,  ya  sea  que  use  Norplant  o  no. I  Vaya 
a  la  clfnica  y  hagase  el  examen  anual. 
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El  Embarazo 


^Cuales  son  los  riesgos  al  bebe,  si 
salgo  embarazada  mientras  uso 
Norplant? 

Es  muy  raro  quedar  embarazada  si  esta  usando 
Norplant.  Pero,  si  siente  cualquier  sfntoma  de 
embarazo,  ilame  a  su  di'nica   Si  sale 
embarazada,  le  quitaran  los  implantes 
inmediatamente.  Hasta  el  momento,  no  han 
descubierto  problemas  o  riesgos  que  puedan 
perjudicaral  bebe, 

^Puede  Norplant  causar  embarazos 
en los  tubos? 

Es  muy  raro  quedar  embarazada  cuando  usa 
Norplant.  Pero  si  sale  embarazada,  puede 
ocurrir  en  los  tubos  de  falopio.  Cuando  se  usa 
Norplant,  1  de  cada  4  embarazos  ocurre  en  los 
tubos.  Esta  es  una  razon  mas  para  hacerse  un 
examen  si  siente  o  sospecha  que  esta 
embarazada    Los  embarazos  en  los  tubos 
tienen  que  atenderse  pronto,  antes  que  causen 
problemas  mas  graves. 

^Voy  a  poder  salir  embarazada 
como  antes  de  usar  Norplant? 

La  hormona  que  despide  Norplant  desaparece 
unos  dfas  despues  de  quitarle  los  implantes 


Usted  va  a  poder  tener  hijos  como  antes  de 
usar  Norplant.  Pero,  si  no  quiere  salir 
embarazada.  debe  usar  otro  metodo 
anticonceptivo  el  mismo  di'a  que  le  quiten  los 
implantes. 


Puede  salir  embarazada 
unos  dfas  despues  de 
quitarle  los  implantes. 


^Que  pasa  si  quiero  salir 
embarazada  antes  que  pasen  5 
anos? 

Para  salir  embarazada,  le  tienen  que  quitar  los 
implantes    Usted  puede  pedir  que  le  quiten  los 
implantes  cuando  desee  tener  hijos,  Recuerde, 
usted  puede  pedir  que  le  quiten  Norplant  en 
cualquier  momento  y  por  cualquier  razon. 
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^Puedo  Usar  Norplant? 


^Hay  algunas  razones  de  saiud  por 
las  cuales  no  debo  usar  Norplant? 

Para  muchas  mujeres,  Norplant  es  un  metodo 
seguro  Sin  embargo,  si  usted  tiene  alguno  de 
estos  problemas,  no  debe  usar  Norplant: 

•  Coagulos  en  las  piernas,  brazos.  pulmones. 
ojos,  u  otra  parte  del  cuerpo 

•  Padece  del  hfgado  o  de  tumores  en  el 
hi'gado 

•  Cancer  del  pecho, 

i,Si  yo  fumo,  puedo  usar  Norplant? 

Sf.  Usted  puede  usar  Norplant  si  fuma  Pero 
por  otros  riesgos  de  salud,  es  mejor  que  deje 
de  fumar 

^Sl  yo  tengo  mas  de  40  anos,  puedo 
usar  Norplant? 

Sf.  Pero,  es  aun  mas  importante  que  se  haga  el 
examen  del  cancer  cada  afio   Ciertos  tipos  de 
cancer  son  mas  comun  en  mujeres  mayores  de 
40  anos 

iSi  todavia  no  cumplo  los  1 8  anos, 
puedo  usar  Norplant? 

Sf   No  hay  riesgos  especiales  para  mujeres 
jovenes. 


^Cuanto  tiempo  necesito  esperar 
para  que  me  pongan  Norplant 
despues  de  tener  a  mi  bebe? 

Si  no  le  da  pecho  a  su  bebe.  le  pueden  poner 
Norplant  despues  del  parto.  Si  le  da  pecho  a 
su  bebe.  debe  esperar  6  semanas  despues  del 
parto 

^Puedo  usar  Norplant  y  seguir 
dandole  pecho  a  mi  bebe? 

Sf.  Si  da  pecho,  se  le  puede  poner  Norplant 
despues  que  su  bebe  cumpla  6  semanas 
Norplant  no  afecta  la  leche  materna  ni  causa 
riesgos  al  bebe. 

lEs  clerto  que  Norplant  solo  es 
eficaz  en  muferes  delgadas?  ^Que 
tiene  que  ver  mi  peso? 

No.  No  es  cierto.  Norplant  es  eficaz  para  todas 
las  mujeres.  Al  principio  los  implantes  eran  de 
tubitos  duros.  Estos  tubitos  duros  no  eran 
eficaces  en  mujeres  que  pesaban  mas  de  1 54 
libras   Pero  en  1989,  cambiaron  los  tubitos 
Los  tubitos  que  se  usan  hoy  en  dfa  son  suaves 
y  flexibles.  Son  eficaces  para  todas  las 
mujeres. 
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Recuerde: 

Usted  decide  si  Norplant  es  el  mejor  metodo  para 
usted.  Si  escoje  Norplant  como  metodo 
anticonceptivo,  es  su  derecho  pedir  que  le  quiten 
Norplant  en  cualquier  momento  o  por  cualquier 
razon. 


Norplant  le  puede  ayudar  a  prevenir  el  ennbarazo 
durante  5  anos.  Hay  que  quitarle  Norplant  al  final 
del  quinto  ano.  Si  usted  quiere,  le  pueden  poner 
implantes  nuevos. 

•  Norplant  es  facil  de  usar.  Despues  que  se  lo  pongan 
no  va  a  tener  que  pensar  en  el. 

•  Norplant  no  la  proteje  del  virus  del  SIDA  ni  de  otras 
enfermedades  que  se  pasan  al  tener  relaciones 
sexuales. 


No  importa  que  metodo  escoja.  Vaya  a  la 

clinica  una  vez  al  ano  para  obtener  un 

exannen  de  la  pelvis,  los  pechos, 

y  del  cancer. 
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STATEMENT   OF 
MRS.    VERONICA   KNIGHT 

BEFORE : 

THE  SUBCOMMITTEE  ON  REGULATION,  BUSINESS  OPPORTUNITIES 
AND  TECHNOLOGY 

WEDNESDAY,  NOVEMBER  10,  1993 

Good  morning.   My  name  is  Veronica  Knight  and  I  am  from 

Newark,  New  Jersey.   I  am  married  and  the  mother  of  five  children: 

sons  William,  aged  17,  and  Marquis,  aged  10,  4  year  old  daughter 

Veronica,  and  twin  daughters  aged  16. 

My  twin  daughters,  Francine  and  Franshon,  are  both  sexually 
active.  I  have  talked  to  them  and  they  understand  the  choices  they 
are  making.  Planned  parenthood  and  I  are  urging  them  and  my  son  to 
use  condoms  to  protect  themselves  against  sexually  transmitted 
diseases. 

The  girls  understand  that  raising  children  is  hard, 
especially  for  a  single  mother.  My  daughters  are  still  children 
themselves.  They  are  in  10th  grade,  and  still  growing  up.  They 
are  not  ready  to  be  parents.  I  do  not  want  thera  ruining  their 
lives.  I  want  them  to  finish  their  education  and  build  a  better 
future  and  they  agree. 

Both  girls  are  currently  taking  the  birth  control  poll.  This 
is  not  a  good  method  for  teenagers  —  it  is  too  hard  for  them  to 
remember  to  take  the  pill  each  day. 
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Page  Two. 

Through  Planned  Parenthood  in  Newark,  we  learned  about 
Norplant  and  how  long  lasting  it  is.  This  method  seems  perfect  for 
my  daughters,  and  they  would  like  to  try  it.  However,  the  cost  is 
just  too  high. 

My  husband  William  is  a  truck  driver  Automatic  Plating.  Our 
family  income  is  less  than  $15,000  a  year.  This  does  not  go  far 
when  you  have  seven  people  in  a  family.  My  husband  does  have 
health  insurance  for  himself  through  his  work,  but  our  family  is 
not  covered.    I  work  full  time  being  a  mother  to  my  children. 

I  have  been  a  patient  at  Planned  Parenthood  for  many  years. 
I  wish  that  I  could  have  used  Norplant,  but  it  wasn't  around  then. 
Now,  Francine  and  Franshon  want  to  use  Norplant.  It  will  lift  a 
great  load  from  our  shoulders  not  to  be  afraid  of  a  unwanted 
pregnancy. 

Mr.  Chairman,  my  tax  dollars  helped  to  pay  to  develop  this 
drug.  Now  is  not  the  time  for  my  children  to  be  raising  children. 
Please  help  make  it  possible  for  working  families  like  me  to  have 
real  birth  control  choices  and  at  a  price  we  can  afford. 

Thank  you  for  listening,  and  I  will  be  happy  to  answer  any  of 
your  questions. 


BOSTON  PUBLIC  LIBRARY 
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3  9999  05983  104  8 


E.  100  Haskell  Hill  Road 
Shelton,  WA  98584 
Telephone  206  426-0568 

November  18,  1993 


Rep.  Ron  Wyden 

Small  Business  Subcommittee  on  Regulation 

and  Technology 
Room  B 

363  Rayburn  Building 
Washington,  D.C.  20515-3703 

Attention:   Mr.  Steve  Jennings 

Dear  Mr.  Jennings: 

I  noted  a  newspaper  release  via  The  Associated  Press  which 
reports  on  your  committee's  efforts  to  do  something  about 
profiteering  by  companies,  such  as  Wyeth-Ayerst 
Laboratories. 

In  the  newspaper  article,  the  company  is  noted  as  stating 
"its  $365  product   (Norplant)  is  cheaper  than  birth  control 
pills." 

I  had  occasion  to  purchase  a  Norplant  kit  for  a  family 
member  recently.   To  my  surprise  the  cost  ranged  from 
$419.05  (lowest)  to  $520  (highest)  in  the  city  of  Shelton, 
WA.   This  is  considerably  higher  than  the  company  suggestion 
as  the  cost  of  its  product.   Additionally,  the  "kit"  comes 
with  scalpel,  syringes,  bandages,  gauze,  et  al,  as  if  it 
were  a  "do  it  yourself"  kit,  which  indeed  it  is  not.   All 
the  items  included,  with  the  exception  of  the  implant,  are 
those  which  are  a  normal  complement  in  a  physician's  office, 
therefore  unnecessary  expense  to  the  client.     I  am 
enclosing  the  receipt  for  my  purchase.   The  name  of  the 
patient  and  the  prescription  number  is  crossed  out  for 
confidentiality.   Now  we  face  the  cost  for  implanting  the 
item,  and  am  told  this  could  range  as  high  as  $150.00. 

Prior  to  purchasing  the  kit,  I  approached  family  planning 
agencies  in  both  Shelton  and  Olympia,  WA.   I  was  told  the 
individual  receiving  the  implant  would  have  to  be  a  client 
of  that  agency,  necessitating  additional  expense,  and  that  I 
would  have  to  pay  for  the  implant. 

I  am  appalled  at  such  profits.   It  is  nothing  short  of 
robbery,  and  to  think  we  all  paid  for  this  in  taxes  in  the 
form  of  government  subsidy  to  develop  this  product. 

I  applaud  the  committee's  efforts  and  wish  you  luck. 
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sincerely 
Kathy  Ransdell 
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